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October  5,  1990. — Committed  to  the  Committee  of  the  Whole  House  on  the  State  of 
the  Union  and  ordered  to  be  printed 


Mr.  DiNGELL,  from  the  Committee  on  on  Energy  and  Commerce, 
submitted  the  following 


The  Committee  on  Energy  and  Commerce,  to  whom  was  referred 
the  bill  (H.R.  3095)  to  amend  the  Federal  Food,  Drug,  and  Cosmetic 
Act  to  make  improvements  in  the  regulation  of  medical  devices, 
and  for  other  purposes,  having  considered  the  same,  report  favor- 
ably thereon  with  an  amendment  and  recommend  that  the  bill  as 
amended  do  pass. 
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The  amendment  is  as  follows: 

Strike  out  all  after  the  enacting  clause  and  insert  in  lieu  thereof 
the  following: 

SECTION  1.  SHORT  TITLE  AND  REFERENCE  TO  ACT. 

(a)  Short  Title. — This  Act  may  be  cited  as  the  "Safe  Medical  Devices  Act  of 
1990". 

(b)  Reference. — Whenever  in  this  Act  (other  than  in  section  12)  an  amendment  or 
repeal  is  expressed  in  terms  of  an  amendment  to,  or  repeal  of,  a  section  or  other 
provision,  the  reference  shall  be  considered  to  be  made  to  a  section  or  other  provi- 
sion of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

SEC.  2.  USER  REPORTS. 

(a)  Requirement. — Section  519  (21  U.S.C.  360i)  is  amended  by  redesignating  sub- 
section (b)  as  subsection  (c)  and  by  inserting  after  subsection  (a)  the  following: 

"User  Reports 

"(b)(1)(A)  Whenever  a  medical  device  user  facility  receives  or  otherwise  becomes 
aware  of  information  that  reasonably  suggests  that  a  medical  device  has  or  may 
have  caused  or  contributed  to  the  death  of  a  patient  of  the  facility,  the  facility  shall 
promptly  report  the  information  to  the  Secretary  and,  if  the  identity  of  the  manu- 
facturer is  known,  to  the  manufacturer  of  the  device. 

"(B)  Whenever  a  medical  device  user  facility  receives  or  otherwise  becomes  aware 
of  information  that  reasonably  suggests  that  a  medical  device  has  or  may  have 
caused  or  contributed  to  the  serious  illness  of,  or  serious  injury  to,  a  patient  of  the 
facility,  the  facility  shall  promptly  report  the  information  to  the  manufacturer  of 
the  device  or  to  the  Secretary  if  the  identity  of  the  manufacturer  is  not  known. 

"(C)  Each  medical  device  user  facility  shall  submit  to  the  Secretary  on  a  quarterly 
basis  a  summary  of  the  reports  made  under  subparagraphs  (A)  and  (B)  within  30 
days  of  the  end  of  the  quarter.  Such  a  summary  shall  be  in  such  form  and  contain 
such  information  from  such  reports  as  the  Secretary  may  require  and  shall  in- 
clude— 

"(i)  sufficient  information  to  identify  the  facility  which  made  the  reports  for 
which  the  summary  is  submitted, 

"(ii)  in  the  case  of  any  product  which  was  the  subject  of  a  report,  the  product 
name,  serial  number,  and  model  number, 

"(iii)  the  name  and  the  address  of  the  manufacturer  of  such  device,  and 
"(iv)  a  brief  description  of  the  event  reported  to  the  manufacturer. 
"(D)  For  purposes  of  subparagraphs  (A),  (B),  and  (C),  a  facility  shall  be  treated  as 
having  received  or  otherwise  become  aware  of  information  Avith  respect  to  a  medical 
device  of  that  facility  when  an  individual  who  is  employed  by  or  otherwise  formally 
affiliated  with  the  facility  receives  or  otherwise  becomes  aware  of  information  with 
respect  to  that  device  in  the  course  of  the  individual's  duties. 

"(2)  The  Secretary  may  not  disclose  the  identity  of  a  facility  which  makes  a  report 
under  paragraph  (1)  except  in  connection  with — 

"(A)  an  action  brought  to  enforce  section  301(q), 

"(B)  a  communication  to  a  manufacturer  of  a  device  which  is  the  subject  of  a 
report  under  paragraph  (1),  or 

"(C)  a  disclosure  required  under  subsection  (a). 
This  paragraph  does  not  prohibit  the  Secretary  from  disclosing  the  identity  of  a  fa- 
cility making  a  report  under  paragraph  (1)  or  any  information  in  such  a  report  to 
employees  of  the  Department  of  Health  and  Human  Services,  to  the  Department  of 
Justice,  or  to  the  duly  authorized  committees  and  subcommittees  of  the  Congress. 
"(3)  No  report  made  under  paragraph  (1)  by — 
"(A)  a  medical  device  user  facility, 

"(B)  an  individual  who  is  employed  by  or  otherwise  formally  affiliated  with 
such  a  facility,  or 

"(C)  a  physician  who  is  not  required  to  make  such  a  report, 
shall  be  admissible  into  evidence  or  otherwise  used  in  any  civil  action  involving  pri- 
vate parties  unless  the  facility,  individual,  or  physician  who  made  the  report  had 
knowledge  of  the  falsity  of  the  information  contained  in  the  report. 
"(4)  No  medical  device  user  facility  may — 
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"(A)  discharge  or  take  any  other  adverse  personnel  action  with  respect  to  any 
employee  because  the  employee  made  a  report  to  an  officer  or  employee  of  the 
facility  respecting  a  device,  or 

"(B)  limit  the  practice  of,  or  take  any  other  adverse  action  with  respect  to, 
any  practitioner  because  the  practitioner  made  a  report  to  an  officer  or  employ- 
ee of  the  facility  respecting  a  device. 
Nothing  in  this  paragraph  shall  prevent  a  medical  device  user  facility  from  taking 
adverse  personnel  action  against  an  employee  for  the  employee's  failure  to  ade- 
quately perform  the  employee's  duties  or  for  other  good  cause  or  from  taking  ad- 
verse action  against  a  practitioner  for  the  practitioner's  failure  to  adequately  per- 
form the  practitioner's  duties  or  for  other  good  cause. 

"(5)  A  report  made  under  paragraph  (1)  respecting  a  device  does  not  affect  any 
obligation  of  the  manufacturer  of  the  device  who  receives  the  report  to  file  a  report 
as  required  under  subsection  (a)  respecting  the  device. 

"(6)  For  purposes  of  this  subsection,  the  term  'medical  device  user  facility'  means 
a  hospital,  ambulatory  surgical  facility,  outpatient  diagnostic  or  treatment  facility 
which  is  not  a  physician's  office,  or  a  nursing  home.". 

(b)  Sanction.— Section  302  (21  U.S.C.  332)  is  amended— 

(1)  in  subsection  (a)  by  inserting  "(1)"  before  "to  restrain",  and 

(2)  by  inserting  before  the  period  at  the  end  of  subsection  (a)  the  following:  ", 
and  (2)  of  civil  actions  brought  by  any  individual  against  a  medical  device  user 
facility  for  damages  for  actions  taken  against  the  individual  in  violation  of  sec- 
tion 519(b)(4)". 

(c)  Regulations. — 

(1)  Not  later  than  9  months  after  the  date  of  the  enactment  of  this  Act,  the 
Secretary  of  Health  and  Human  Services  shall  promulgate  proposed  regulations 
to  implement  section  519(b)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  as 
added  by  subsection  (a)  of  this  section.  Such  regulations  shall  include  deadlines 
for  submitting  reports  under  subparagraphs  (A)  and  (B)  of  section  519(b)(1)  of 
such  Act. 

(2)  Not  later  than  18  months  after  the  date  of  the  enactment  of  this  Act,  the 
Secretary  shall  issue  final  regulations  to  implement  such  section.  If  the  Secre- 
tary does  not  promulgate  such  final  regulations  upon  the  expiration  of  such  18 
months,  the  proposed  regulations  issued  under  paragraph  (1)  shall  be  considered 
as  final  regulations  as  of  the  expiration  of  such  18  months.  There  shall  be 
promptly  published  in  the  Federal  Register  notice  of  the  new  status  of  the  pro- 
posed regulations. 

(d)  Effective  Date. — Section  519(b)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act, 
as  added  by  subsection  (a),  shall  take  effect — 

(1)  upon  the  effective  date  of  regulations  promulgated  under  subsection  (c),  or 
f2)  upon  the  expiration  of  18  months  from  the  date  of  the  enactment  of  this 
^  Act, 
whichever  occurs  first. 

(e)  Education  and  Information. — During  the  18-month  period  beginning  on  the 
date  of  the  enactment  of  this  Act,  the  Secretary  shall  inform  medical  device  user 
facilities  (as  defined  in  section  519(b)(6)  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act)  and  manufacturers  and  distributors  of  medical  devices  respecting  the  require- 
ments of  section  519(b)  of  such  Act. 

(f)  Study. — Three  years  after  the  date  of  the  enactment  of  this  Act,  the  Comptrol- 
ler General  of  the  United  States  shall  conduct  a  study  of — 

(1)  the  compliance  by  medical  device  user  facilities  (as  defined  in  section 
519(b)(6)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act)  with  the  requirements  of 
section  519(b)  of  such  Act, 

(2)  the  actions  taken  by  the  manufacturers  of  devices  in  response  to  reports 
made  to  them  under  such  section, 

(3)  the  cost  effectiveness  of  such  requirements  and  their  implementation,  and 

(4)  any  recommendations  for  improvements  to  such  requirements. 

The  Comptroller  General  shall  complete  the  study  and  submit  a  report  on  the  study 
not  later  than  45  months  from  the  date  of  the  enactment  of  this  Act.  The  report 
shall  be  submitted  to  the  Committee  on  Energy  and  Commerce  of  the  House  of  Rep- 
resentatives and  the  Committee  on  Labor  and  Human  Resources  of  the  Senate  and 
to  the  Secretary  of  Health  and  Human  Services. 

SEC.  3.  reports. 

(a)  Distributor  Reports.— Section  519(a)(3)  (21  U.S.C.  360i(a)(3))  is  amended  by  in- 
serting before  the  semicolon  the  following:  "and  shall  require  distributors  who 
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submit  such  reports  to  submit  copies  of  the  reports  to  the  manufacturer  of  the 
device  for  which  the  report  was  made". 

(b)  Certification,  User  Tracking. — 

(1)  Section  519  (21  U.S.C.  360i),  as  amended  by  section  2,  is  amended  by 
adding  at  the  end  the  following: 

"Certification 

"(d)  Each  manufacturer,  importer,  and  distributor  required  to  make  reports  under 
subsection  (a)  shall  submit  to  the  Secretary  annually  a  statement  certifying  that — 
"(1)  the  manufacturer,  importer,  or  distributor  did  file  a  certain  number  of 
such  reports,  or 

"(2)  the  manufacturer,  importer,  or  distributor  did  not  file  any  report  under 
subsection  (a). 

"User  Tracking 

"(e)  Every  person  who  registers  under  section  510  and  is  engaged  in  the  manufac- 
ture of— 

"(1)  a  device  the  failure  of  which  would  be  reasonably  likely  to  have  serious 
adverse  health  consequences  and  which  is  (A)  a  permanently  implantable  de- 
vices, or  (B)  life  sustaining  or  life  supporting  devices  used  outside  a  medical 
device  user  facility,  or 

"(2)  such  other  devices  as  the  Secretary  may  determine  as  is  appropriate  to 
protect  the  public  health, 
shall  adopt  a  method  of  user  tracking  according  to  regulations  issued  by  the  Secre- 
tary.". 

(2)  Section  520(j)  (21  U.S.C.  360j(j))  is  amended  by  striking  out  "No"  and  in- 
serting in  lieu  thereof  "Except  as  provided  in  section  519(e),  no". 

(3)  Section  519(e),  as  added  by  paragraph  (1),  shall  take  effect  upon  the  effec- 
tive date  of  final  regulations  under  subsection  (c). 

(c)  Regulations.— 

(1)  (A)  Not  later  than  9  months  after  the  date  of  the  enactment  of  this  Act,  the 
Secretary  of  Health  and  Human  Services  shall  issue  proposed  regulations — 

(i)  to  require  distributors  of  medical  devices  to  establish  and  maintain 
records  and  make  reports  under  section  519  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  and 

(ii)  to  implement  section  519(e)  of  such  Act. 
(B)  Regulations  under  subparagraph  (A)  shall — 

(i)  require  appropriate  methods  for  maintenance  of  records  to  ensure  that 
patients  who  receive  devices  can  be  provided  the  notification  required  by 
such  Act, 

(ii)  require  that  manufacturers  adopt  effective  methods  of  tracking  medi- 
cal devices, 

(iii)  take  into  account  the  position  of  distributors  in  the  medical  device 
distribution  process,  and 

(iv)  include  such  other  requirements  as  the  Secretary  deems  necessary  for 
the  adoption  of  an  effective  user  tracking  program  under  section  519(e)  of 
such  Act. 

(2)  Not  later  than  18  months  after  the  date  of  the  enactment  of  this  Act,  the 
Secretary  shall  issue  final  regulations  to  require  such  records  and  reports.  If  the 
Secretary  does  not  promulgate  such  final  regulations  upon  the  expiration  of 
such  18  months,  the  proposed  regulations  issued  under  paragraph  (1)  shall  be 
considered  as  final  regulations  as  of  the  expiration  of  such  18  months.  There 
shall  be  promptly  published  in  the  Federal  Register  notice  of  the  new  status  of 
the  proposed  regulations. 

SEC.  4.  PREMARKET  APPROVAL. 

(a)  Substantial  Equivalence. — 

(1)  Section  513  (21  U.S.C.  360j)  is  amended  by  adding  at  the  end  the  following: 

"Substantial  Equivalence 

"(i)(l)  For  purposes  of  section  520  and  this  section,  a  device  may  be  considered  to 
be  substantially  equivalent  to  another  device  only  if  the  Secretary  by  order  finds 
that— 

"(A)(i)  the  device  has  the  same  intended  use  and  the  same  technological  char- 
acteristics as  such  other  device,  or 
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"(ii)  the  device  has  the  same  intended  use  as  such  other  device  but  has  differ- 
ent technological  characteristics  and  (I)  the  information  submitted  that  the 
device  is  substantially  equivalent  to  such  other  device,  including  clinical  data  if 
required  by  the  Secretary,  demonstrates  that  the  device  is  as  safe  and  effective 
as  such  other  device  which  is  currently  being  sold  in  interstate  commerce,  and 
(11)  the  device  does  not  have  characteristics  that  raise  new  questions  with  re- 
spect to  safety  and  effectiveness  that  justify  a  denial  of  an  order  of  substantial 
equivalence,  and 

"(B)  the  applicant  has  either  submitted  an  adequate  summary  of  any  informa- 
tion respecting  safety  and  effectiveness  or  has  stated  that  such  information  will 
be  made  available  upon  request  by  any  person. 
"(2)  For  purposes  of  paragraph  (1) — 

"(A)  technological  characteristics  of  a  device  shall  be  considered  to  be  differ- 
ent from  those  of  the  device  to  which  it  is  being  compared  if  there  is  a  signifi- 
cant change  in  the  materials,  design,  energy  source,  or  other  features  from 
those  of  the  device  to  which  it  is  being  compared,  and 

"(B)  a  summary  submitted  under  paragraph  (1)(B)  with  respect  to  a  device 
shall  contain  detailed  information  regarding  data  concerning  any  adverse 
health  effects  and  shall  be  made  available  to  the  public  by  the  Secretary  within 
30  days  of  the  issuance  of  a  determination  that  the  device  is  substantially  equiv- 
alent to  another  device.". 

(2)  (A)  Not  later  than  9  months  after  the  date  of  the  enactment  of  this  Act,  the 
Secretary  of  Health  and  Human  Services  shall  promulgate  proposed  regulations 
to  establish  requirements  for  the  submission  of  summaries  under  section 
513(i)(l)(B)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act,  as  added  by  paragraph 
(1). 

(B)  Not  later  than  18  months  after  the  date  of  the  enactment  of  this  Act,  the 
Secretary  shall  issue  final  regulations  to  establish  such  requirements.  If  the 
Secretary  does  not  promulgate  such  final  regulations  upon  the  expiration  of 
such  18  months,  the  proposed  regulations  issued  under  paragraph  (1)  shall  be 
considered  as  final  regulations  as  of  the  expiration  of  such  18  months.  There 
shall  be  promptly  published  in  the  Federal  Register  notice  of  the  new  status  of 
the  proposed  regulations. 

(3)  Section  513(f)  (21  U.S.C.  360c(f))  is  amended  by  adding  at  the  end  the  fol- 
lowing: 

"(3)  If  a  manufacturer  reports  to  the  Secretary  under  section  510(k)  that  a  device 
is  substantially  equivalent  to  another  device — 

"(i)  which  the  Secretary  has  classified  as  a  class  III  device  under  subsection 
(b), 

"(ii)  which  was  introduced  or  delivered  for  introduction  into  interstate  com- 
merce for  commercial  distribution  before  May  28,  1976,  and 

"(iii)  for  which  no  final  regulation  requiring  premarket  approval  has  been 
promulgated  under  section  515(b), 
the  manufacturer  shall  certify  to  the  Secretary  that  the  manufacturer  has  conduct- 
ed a  reasonable  search  of  all  information  known  to  the  manufacturer  and  of  all  pub- 
lished information  respecting  such  other  device  and  has  included  in  the  report 
under  section  510(k)  a  description  of  and  a  citation  to  all  adverse  safety  and  effec- 
tiveness data  respecting  such  other  device  and  respecting  the  device  for  which  the 
510(k)  report  is  being  made  and  which  has  not  been  submitted  to  the  Secretary 
under  section  519.  The  Secretary  may  require  the  manufacturer  to  submit  the  ad- 
verse safety  and  effectiveness  data  described  in  the  report.", 
(b)  Revision  of  Classification. — 

(1)  Section  515  (21  U.S.C.  360e)  is  amended  by  adding  at  the  end  the  following: 

"Revision 

"(iXD  Before  the  expiration  of  5  years  after  the  date  of  the  enactment  of  this  sub- 
section, the  Secretary  shall  by  order  require  manufacturers  of  devices,  which  are 
subject  to  revision  of  classification  under  paragraph  (2),  to  submit  to  the  Secretary  a 
description  of  and  citation  to  any  adverse  safety  or  effectiveness  information  known 
to  the  manufacturers  respecting  the  devices  which  has  not  been  submitted  under 
section  519,  including  any  data  supporting  such  information  that  the  Secretary  may 
require  the  manufacturer  to  submit. 

"(2)  After  the  issuance  of  an  order  under  paragraph  (1)  but  before  the  expiration 
of  5  years  after  the  date  of  the  enactment  of  this  subsection,  the  Secretary  shall 
publish  a  regulation  in  the  Federal  Register  for  each  device — 

"(A)  which  the  Secretary  has  classified  as  a  class  III  device. 
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"(B)  which  was  introduced  or  delivered  for  introduction  into  interstate  com- 
merce for  commercial  distribution  before  May  28,  1976,  and 

"(C)  for  which  no  final  regulation  has  been  promulgated  under  section  515(b), 
revising  the  classification  of  the  device  so  that  the  device  is  classified  into  class  I 
unless  the  regulation  requires  the  device  to  remain  in  class  III  or  revises  the  classi- 
fication of  the  device  so  that  the  device  is  classified  into  class  II.  In  determining 
whether  to  revise  the  classification  of  a  device  or  to  require  a  device  to  remain  in 
class  ni,  the  Secretary  shall  apply  the  criteria  set  forth  in  section  513(a).  Before  the 
publication  of  a  regulation  requiring  a  device  to  remain  in  class  III  or  revising  its 
classification,  the  Secretary  shall  publish  a  proposed  regulation  respecting  the  clas- 
sification of  a  device  under  this  paragraph  and  provide  reasonable  opportunity  for 
the  submission  of  comments  on  any  such  regulation.  No  regulation  requiring  a 
device  to  remain  in  class  III  or  revising  its  classification  may  take  effect  before  the 
expiration  of  90  days  from  the  date  of  its  publication  in  the  Federal  Register  as  a 
proposed  regulation. 

"(3)  Within  12  months  after  the  effective  date  of  the  regulation  requiring  a  device 
to  remain  in  class  III,  the  Secretary  shall  establish  a  schedule  for  the  promulgation, 
as  promptly  as  is  reasonably  achievable,  of  a  section  515(b)  regulation  for  each 
device  which  is  subject  to  the  regulation  requiring  the  device  to  remain  in  class 

m.". 

(2)  Section  520a)  (21  U.S.C.  360j(l))  is  amended  by  adding  at  the  end  the  fol- 
lowing: 

"(5)(A)  Before  the  expiration  of  1  year  after  the  date  of  the  enactment  of  this 
paragraph,  the  Secretary  shall  by  order  require  manufacturers  of  devices,  which  are 
subject  to  revision  of  classification  under  subparagraph  (B),  to  submit  to  the  Secre- 
tary a  description  of  and  citation  to  any  adverse  safety  or  effectiveness  information 
known  to  the  manufacturers  respecting  the  devices  which  has  not  been  submitted 
under  section  519.  The  Secretary  may  require  a  manufacturer  to  submit  the  adverse 
safety  and  effectiveness  data  for  which  a  description  and  citation  was  submitted  to 
the  Secretary. 

"(B)  Except  as  provided  in  subparagraph  (C),  after  the  issuance  of  an  order  under 
subparagraph  (A)  but  before  the  expiration  of  2  years  after  the  date  of  the  enact- 
ment of  this  paragraph,  the  Secretary  shall  publish  a  regulation  in  the  Federal  Reg- 
ister for  each  device  which  is  classified  in  class  HI  under  paragraph  (1)  revising  the 
classification  of  the  device  so  that  the  device  is  classified  into  class  I  unless  the  reg- 
ulation requires  the  device  to  remain  in  class  III  or  revises  the  classification  of  the 
device  so  that  the  device  is  classified  into  class  11.  In  determining  whether  to  revise 
the  classification  of  a  device  or  to  require  a  device  to  remain  in  class  III,  the  Secre- 
tary shall  apply  the  criteria  set  forth  in  section  513(a).  Before  the  publication  of  a 
regulation  requiring  a  device  to  remain  in  class  III  or  revising  its  classification,  the 
Secretary  shall  publish  a  proposed  regulation  respecting  the  classification  of  a 
device  under  this  subparagraph  and  provide  an  opportunity  for  the  submission  of 
comments  on  any  such  regulation.  No  regulation  under  this  subparagraph  requiring 
a  device  to  remain  in  class  HI  or  revising  its  classification  may  take  effect  before 
the  expiration  of  90  days  from  the  date  of  its  publication  in  the  Federal  Register  as 
a  proposed  regulation.  Any  person  adversely  affected  by  a  final  regulation  under 
this  subparagraph  revising  the  classification  of  a  device  may  challenge  the  revision 
of  the  classification  of  such  device  only  by  filing  a  petition  under  section  513(e)  for  a 
classification  change. 

"(C)  The  Secretary  may  by  notice  published  in  the  Federal  Register  extend  the  2- 
year  period  prescribed  by  subparagraph  (B)  for  a  device  for  an  additional  period  not 
to  exceed  1  year.". 

(c)  Judicial  Review.— Section  517(a)  (21  U.S.C.  360g(a)))  is  amended  by  striking 
out  "or"  at  the  end  of  paragraph  (6),  by  inserting  "or'  at  the  end  of  paragraph  (7), 
and  by  adding  after  paragraph  (7)  the  following: 

"(8)  a  regulation  under  section  515(iX2),' . 

(d)  Restriction  on  Use  of  Premarket  Approval  Data. — 

(1)  Section  520(h)  (21  U.S.C.  360j(h))  is  amended  by  adding  at  the  end  the  fol- 
lowing: 

"(4XA)  Any  information  contained  in  an  application  for  premarket  approval  filed 
with  the  Secretary  pursuant  to  section  515(c),  including  clinical  and  preclinical  tests 
or  studies  but  not  including  descriptions  of  methods  of  manufacture  and  product 
composition,  that  demonstrates  the  safety  and  effectiveness  of  a  device  shall  be 
available  for  use  by  the  Secretary,  in  approving  devices,  determining  whether  a 
product  development  protocol  has  been  completed  under  section  515,  and  reclassify- 
ing devices  under  section  513(e),  513(fK2),  and  520(1X2),  one  year  after  the  fourth 
device  of  a  kind  has  been  approved  under  section  515  by  the  Secretary.  The  Secre- 


tary  shall  deem  a  device  that  incorporates  the  same  technologies,  has  the  same  prin- 
ciples of  operation,  and  is  intended  for  the  same  use  to  be  within  a  kind  of  device. 

"(B)  The  Secretary,  upon  approving  the  fourth  device  of  a  kind,  shall  publish  a 
notice  in  the  Federal  Register  identifying  the  four  devices  of  a  kind  that  have  been 
approved  under  section  515  and  the  date  on  which  the  data  contained  in  the  pre- 
market  approval  applications  for  devices  will  be  available  to  the  Secretary  as  de- 
scribed in  subparagraph  (A). 

"(C)  The  detailed  summaries  of  information  respecting  the  safety  and  effective- 
ness of  devices  required  by  paragraph  (1)(A)  shall  be  available  as  the  evidentiary 
basis  for  the  approval  of  a  device  under  section  515,  the  determination  of  whether  a 
product  development  protocol  has  been  completed  under  section  515,  the  establish- 
ment of  a  performance  standard  under  section  514,  or  the  reclassification  of  a  device 
under  section  513(e),  513(f)(2),  or  520(1)(2). 

"(D)  For  purposes  of  this  paragraph,  the  approval  date  of  a  device  shall  be  the 
date  of  the  Secretary's  letter  to  the  applicant  approving  a  device  under  section  515 
and  permitting  the  applicant  to  commercially  distribute  the  device.". 

(2)  Section  520(h)(3)  (21  U.S.C.  360j(h)(3))  is  amended  by  striking  out  "Any" 
and  inserting  in  lieu  thereof  "Except  as  provided  in  paragraph  (4),  any". 

(e)  Conforming  Amendments.— 

(1)  Section  301(q)(l)  (21  U.S.C.  331(q)(l))  is  amended  by  striking  out  "519  or 
520(g)"  and  inserting  in  lieu  thereof  "513(f)(3),  515(i)(l),  519,  520(g),  or 
520(1)(5)(A)". 

(2)  Section  520(c)  (21  U.S.C.  360j(c))  is  amended  by  striking  out  "and  may  not 
be  used"  and  inserting  in  lieu  thereof  "and,  except  as  provided  in  section 
520(h)(4),  may  not  be  used". 

(f)  Effective  Date. — The  amendments  made  by  subsection  (d)  shall  take  effect — 

(1)  for  devices  approved  before  January  1,  1987,  on  the  date  of  the  enactment 
of  this  Act,  and 

(2)  for  all  other  devices,  one  year  after  such  date  of  enactment. 

SEC.  5.  CLASSIFICATION  AND  RECLASSIFICATION  OF  DEVICES. 

(a)  Standards. — 

(1)  Section  513(a)(l)(A)(ii)  (21  U.S.C.  360c(a)(l)(A)(ii))  is  amended  by  striking  out 
"or  to  establish  a  performance  standard"  and  inserting  in  lieu  thereof  "or  to 
apply  special  controls". 

(2)  Section  513(a)(1)(B)  (21  U.S.C.  360c(a)(l)(B))  is  amended  to  read  as  follows: 
"(B)  Class  ii,  special  controls. — A  device  which  cannot  be  classified  as  a 

class  I  device  because  the  controls  authorized  by  or  under  sections  501,  502,  510, 
516,  518,  519,  and  520  by  themselves  are  insufficient  to  provide  reasonable  as- 
surance of  the  safety  and  effectiveness  of  the  device,  and  for  which  there  is  suf- 
ficient information  about  a  device  such  that  the  Secretary  shall  apply  special 
controls,  including  the  promulgation  of  performance  standards,  postmarket  sur- 
veillance, patient  registries,  development  and  dissemination  of  guidelines,  rec- 
ommendations, and  other  appropriate  actions  as  the  Secretary  deems  necessary 
to  provide  such  assurance.". 

(3)  Clause  (i)  of  section  513(a)(1)(C)  (21  U.S.C.  36Cc(a)(l)(C))  is  amended  to  read 
as  follows: 

"(i)  it  (I)  cannot  be  classified  as  a  class  I  device  because  insufficient  infor- 
mation exists  to  determine  that  the  controls  authorized  by  or  under  sec- 
tions 501,  502,  510,  516,  518,  519,  and  520  are  sufficient  to  provide  reasona- 
ble assurance  of  the  safety  and  effectiveness  of  the  device,  and  (II)  cannot 
be  classified  as  a  class  II  device  because  insufficient  information  exists  to 
determine  that  the  application  of  special  controls  described  in  subsection  Ot>) 
would  provide  reasonable  assurance  of  its  safety  and  effectiveness,  and". 

(b)  Evidence.— Section  513(e)  (21  U.S.C.  360c(e))  is  amended  by  redesignating 
clauses  (1)  and  (2)  as  clauses  (A)  and  (B),  respectively,  and  by  inserting  "(1)"  after 
"(e)"  and  by  adding  at  the  end  the  following: 

"(2)  By  regulation  promulgated  under  paragraph  (1),  the  Secretary  may  change 
the  clEissification  of  a  device  from  class  III — 

"(A)  to  class  II  if  the  Secretary  determines  that  special  controls  would  provide 
reasonable  assurance  of  the  safety  and  effectiveness  of  the  device  and  that  gen- 
eral controls  would  not  provide  reasonable  assurance  of  the  safety  and  effective- 
ness of  the  device,  or 

"(B)  to  class  1  if  the  Secretary  determines  that  general  controls  for  the  device 
would  provide  re£isonable  assurance  of  the  safety  and  effectiveness  of  the 
device.". 

(c)  F.D.A.  Authority  to  Initiate  Reclassification.— 
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(1)  Section  513(fX2)(A)  (21  U.S.C.  360c(f)(2)(A))  is  amended  by  striking  out  "The 
manufacturer"  and  inserting  in  lieu  thereof  "The  Secretary  may  initiate  the  re- 
classification of  a  device  classified  into  class  III  under  paragraph  (1)  of  this  sub- 
section or  the  manufacturer". 

(2)  Section  520(1)(2)  (21  U.S.C.  360j(l)(2))  is  amended  by  striking  out  "The  man- 
ufacturer" and  inserting  in  lieu  thereof  "The  Secretary  may  initiate  the  reclas- 
sification of  a  device  classified  into  class  III  under  paragraph  (1)  of  this  sub- 
section or  the  manufacturer". 

(3)  The  heading  for  section  513(f)  (21  U.S.C.  360c(f))  is  amended  by  inserting 
"and  Reclassification"  before  "of. 

SEC.  6.  ESTABLISHMENT  OF  PERFORMANCE  STANDARDS. 

^g^^  Procedure  

(1)  Section  514(a)(1)  (21  U.S.C.  360d(a)(l))  is  amended  by  adding  at  the  end  the 
following:  "If  there  is  not  sufficient  information  to  establish  a  performance 
standard  for  a  device  to  provide  reasonable  assurance  of  its  safety  and  effective- 
ness, the  Secretary  may  conduct  such  activities  as  may  be  necessary  to  develop 
or  obtain  such  information.". 

(2)  Subsections  (b)  through  (f)  of  section  514  (21  U.S.C.  360d)  are  repealed. 

(3)  Subsection  (g)  of  such  section  is  redesignated  as  subsection  (b). 

(4)  Subsection  (b)  (as  so  redesignated)  of  such  section  is  amended  by  striking 
out  paragraphs  (1)  and  (2),  by  redesignating  paragraphs  (3),  (4),  and  (5)  as  para- 
graphs (2),  (3),  and  (4),  respectively,  and  by  inserting  before  paragraph  (2)  the 
following: 

"(1)  A  notice  of  proposed  rulemaking  for  the  establishment  of  a  performance 
standard  for  a  device  shall — 

"(A)  set  forth  a  finding  by  the  Secretary  that  the  performance  standard  is 
both  appropriate  and  necessary  for  the  device, 

"(B)  set  forth  proposed  findings  with  respect  to  the  degree  of  the  risk  of  ill- 
ness or  injury  designed  to  be  eliminated  or  reduced  by  the  proposed  perform- 
ance standard  and  the  benefit  to  the  public  from  the  device, 

"(C)  provide  an  opportunity  to  submit  to  the  Secretary  a  request  (within  30 
days  of  the  date  of  the  publication  of  the  notice)  for  a  change  in  the  classifica- 
tion of  the  device  pursuant  to  section  513  based  on  new  information  relevant  to 
its  classification,  and 

"(D)  invite  the  submission  of  an  existing  performance  standard  as  a  proposed 
performance  standard  for  the  device.", 
(b)  Conforming  Amendments. — 

(1)  Paragraph  (2)  of  subsection  (b)  (as  so  redesignated)  of  such  section  is 
amended  by  striking  out  "paragraph  (2)"  and  inserting  in  lieu  thereof  "para- 
graph (1)". 

(2)  Paragraph  (3)(A)  of  such  subsection  (as  so  redesignated)  is  amended  by 
striking  out  "paragraphs  (2)  and  (3)(B)"  and  inserting  in  lieu  thereof  "para- 
graphs (1)  and  (2)(B)". 

SEC.  7.  NOTIFICATION  AND  OTHER  REMEDIES. 

(a)  Reports. — 

(1)  Section  519  (21  U.S.C.  360i),  as  amended  by  sections  2  and  3,  is  amended  by 
adding  at  the  end  the  following: 

"Reports  of  Removals  and  Corrections 

"(fKD  Except  as  provided  in  paragraph  (2),  the  Secretary  shall  by  regulation  re- 
quire a  manufacturer,  importer,  or  distributor  of  a  device  to  report  promptly  to  the 
Secretary  any  removal  or  correction  of  a  device  undertaken  by  the  manufacturer, 
importer,  or  distributor  of  a  device  if  the  removal  or  correction  was  undertaken — 
"(A)  to  reduce  a  risk  to  health  posed  by  the  device,  or 
"(B)  to  remedy  a  violation  of  this  Act  caused  by  the  device. 
A  manufacturer,  importer,  or  distributor  of  a  device  who  undertakes  a  correction  or 
removal  of  a  device  which  is  not  required  to  be  reported  under  this  paragraph  shall 
keep  a  record  of  such  correction  or  removal. 

"(2)  No  report  of  the  correction  or  removal  of  a  device  may  be  required  under 
paragraph  (1)  if  a  report  of  the  correction  or  removal  is  required,  and  has  been  sub- 
mitted, under  subsection  (a). 

"(3)  For  purposes  of  paragraphs  (1)  and  (2),  the  terms  'correction'  and  'removal'  do 
not  include  routine  servicing.". 

(2XA)  Not  later  than  9  months  after  the  date  of  the  enactment  of  this  Act,  the 
Secretary  of  Health  and  Human  Services  shall  promulgate  proposed  regulations 
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to  establish  deadlines  for  reports  under  section  519(f)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  as  added  by  paragraph  (1). 

(B)  Not  later  than  18  months  after  the  date  of  the  enactment  of  this  Act,  the 
Secretary  shall  issue  final  regulations  to  establish  such  deadlines.  If  the  Secre- 
tary does  not  promulgate  such  final  regulations  upon  the  expiration  of  such  18 
months,  the  proposed  regulations  issued  under  paragraph  (1)  shall  be  considered 
as  fmal  regulations  as  of  the  expiration  of  such  18  months.  There  shall  be 
promptly  published  in  the  Federal  Register  notice  of  the  new  status  of  the  pro- 
posed regulations, 
(b)  Recall.— 

(1)  Section  518  (21  U.S.C.  360h)  is  amended  by  adding  at  the  end  the  following: 

"Recall 

"(e)(1)  If,  after  providing  notice  and  an  opportunity  for  a  hearing,  the  Secretary 
determines  that  there  is  a  reasonable  probability  that  a  device  intended  for  human 
use  will  cause  serious,  adverse  health  consequences  or  death,  the  Secretary  shall 
issue  an  order  requiring  the  appropriate  parties,  including  the  manufacturers,  im- 
porters, distributors,  or  retailers  of  such  device,  immediately  to  cease  any  distribu- 
tion of  the  device  and  to  recall  the  device  from  commercial  distribution  and  use. 
The  type  and  length  of  hearing  shall  be  determined  by  the  Secretary  as  appropriate 
in  the  circumstances  at  issue.  Such  order  shall  specify  a  timetable  in  which  the 
device  recall  shall  occur  and  shall  require  periodic  reports  to  the  Secretary  describ- 
ing the  progress  of  the  recall. 

"(2)  An  order  issued  under  paragraph  (1)  shall  also  require  notice  to  individuals 
subject  to  the  risks  associated  with  the  use  of  the  device.  Such  notice  may  be  provid- 
ed through  the  individual's  physician.  If  a  significant  number  of  such  individuals 
cannot  be  identified,  the  order  shall  notify  such  individuals  pursuant  to  section 
705(b). 

"(3)  Within  20  days  of  the  initiation  of  the  withdrawal  of  a  device  pursuant  to  an 
order  issued  under  paragraph  (1),  the  Secretary  shall  provide  the  party  to  whom  the 
order  is  directed  an  informal  hearing  to  determine  whether  grounds  exist  for  such 
order.". 

(2)  Regulations. — 

(A)  Not  later  than  9  months  after  the  date  of  the  enactment  of  this  Act, 
the  Secretary  of  Health  and  Human  Services  shall  promulgate  proposed 
regulations  to  require  manufacturers  and  importers  of  devices  to  adopt 
methods  by  which  devices  may  be  traced  in  connection  with  a  recall  or- 
dered under  section  520(e)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  as 
added  by  paragraph  (1). 

(B)  Not  later  than  18  months  after  the  date  of  the  enactment  of  this  Act, 
the  Secretary  shall  issue  final  regulations  to  establish  such  requirements.  If 
the  Secretary  does  not  promulgate  such  final  regulations  upon  the  expira- 
tion of  such  18  months,  the  proposed  regulations  issued  under  paragraph  (1) 
shall  be  considered  as  final  regulations  as  of  the  expiration  of  such  18 
months.  There  shall  be  promptly  published  in  the  Federal  Register  notice  of 
the  new  status  of  the  proposed  regulations. 

SEC.  8.  CIVIL  PENALTIES. 

(a)  Amendment.— Section  303  (21  U.S.C.  333)  is  amended  by  adding  at  the  end  the 
following: 

"(f)(1)  Any  person  who  violates  a  requirement  of  subchapter  A  of  chapter  5  which 
relates  to  medical  devices  shall  be  liable  to  the  United  States  for  a  civil  penalty  in 
an  amount — 

"(A)  not  to  exceed  $1,000  for  each  device  in  class  I  which  is  in  violation  of  a 
requirement  of  such  subchapter  and  not  to  exceed  $100,000  for  all  devices  in- 
volved in  such  violation, 

"(B)  not  to  exceed  $5,000  for  each  device  in  class  II  which  is  in  violation  of  a 
requirement  of  such  subchapter  and  not  to  exceed  $500,000  for  all  devices  in- 
volved in  such  violation, 

"(C)  not  to  exceed  $20,000  for  each  device  in  class  III  which  is  in  violation  of  a 
requirement  of  such  subchapter  and  not  to  exceed  $1,000,000  for  all  devices  in- 
volved in  such  violation, 

"(D)  not  to  exceed  $50,000  for  one  or  more  violations  of  section  520(f)  found  in 
a  single  inspection, 

"(E)  not  to  exceed  $20,000  for  each  violation  of  section  519(a),  519(e),  or  519(f), 
and 
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"(F)  not  to  exceed  $20,000  for  any  violation  not  referred  to  in  subparagraphs 
(A)  through  (E). 

"(2)(A)  A  civil  penalty  under  paragraph  (1)  shall  be  assessed  by  the  Secretary  by 
an  order  made  on  the  record  after  opportunity  for  a  hearing  provided  in  accordance 
with  this  subparagraph  and  section  554  of  title  5,  United  States  Code.  Before  issuing 
such  an  order,  the  Secretary  shall  give  written  notice  to  the  person  to  be  assessed  a 
civil  penalty  under  such  order  of  the  Secretary's  proposal  to  issue  such  order  and 
provide  such  person  an  opportunity  for  a  hearing  on  the  order.  In  the  course  of  any 
investigation,  the  Secretary  may  issue  subpoenas  requiring  the  attendance  and  testi- 
mony of  witnesses  and  the  production  of  evidence  that  relates  to  the  matter  under 
investigation. 

"(B)  In  determining  the  amount  of  a  civil  penalty,  the  Secretary  shall  take  into 
account  the  nature,  circumstances,  extent,  and  gravity  of  the  violation  or  violations 
and,  with  respect  to  the  violator,  ability  to  pay,  effect  on  ability  to  continue  to  do 
business,  any  history  of  prior  such  violations,  the  degree  of  culpability,  and  such 
other  matters  as  justice  may  require. 

"(C)  The  Secretary  may  compromise,  modify,  or  remit,  with  or  without  conditions, 
any  civil  penalty  which  may  be  assessed  under  paragraph  (1).  The  amount  of  such 
penalty,  when  finally  determined,  or  the  amount  agreed  upon  in  compromise,  may 
be  deducted  from  any  sums  owing  by  the  United  States  to  the  person  charged. 

"(3)  Any  person  who  requested,  in  accordance  with  paragraph  (2)(A),  a  hearing  re- 
specting the  assessment  of  a  civil  penalty  and  who  is  aggrieved  by  an  order  assess- 
ing a  civil  penalty  may  file  a  petition  for  judicial  review  of  such  order  with  the 
United  States  Court  of  Appeals  for  the  District  of  Columbia  Circuit  or  for  any  other 
circuit  in  which  such  person  resides  or  transacts  business.  Such  a  petition  may  only 
be  filed  within  the  60-day  period  beginning  on  the  date  the  order  making  such  as- 
sessment was  issued. 

"(4)  If  any  person  fails  to  pay  an  assessment  of  a  civil  penalty — 

"(A)  after  the  order  making  the  assessment  has  become  a  final  order  and  if 
such  person  does  not  file  a  petition  for  judicial  review  of  the  order  in  accord- 
ance with  paragraph  (3),  or 

"(B)  after  a  court  in  an  action  brought  under  paragraph  (3)  has  entered  a 
final  judgment  in  favor  of  the  Secretary, 
the  Attorney  General  shall  recover  the  amount  assessed  (plus  interest  at  currently 
prevailing  rates  from  the  date  of  the  expiration  of  the  60-day  period  referred  to  in 
paragraph  (3)  or  the  date  of  such  final  judgment,  as  the  case  may  be)  in  an  action 
brought  in  any  appropriate  district  court  of  the  United  States.  In  such  an  action, 
the  validity,  amount,  and  appropriateness  of  such  penalty  shall  not  be  subject  to 
review. 

"(5)(A)  Paragraphs  (1)(D),  and  (1)(E)  shall  not  apply  to  any  person  who  commits 
minor  violations  of  section  519(a),  519(e),  or  519(f)  (only  with  respect  to  corrections 
reports),  or  520(f)  if  such  person  demonstrates  substantial  compliance  with  such  sec- 
tion. 

"(B)  Paragraphs  (1)(A),  (1)(B),  and  (1)(C)  shall  not  apply  to  violations  of  section 
501(a)(2)(A)  or  501(h).". 
(b)  Effective  Date  of  Application  to  Medical  Device  User  Faciuties. — 

(1)  The  Secretary  of  Health  and  Human  Services  shall  conduct  a  study  to  de- 
termine whether  there  has  been  substantial  compliance  with  the  requirements 
of  section  519(b)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  by  medical  device 
user  facilities  (as  defined  in  section  519(b)(6)  of  such  Act).  The  Secretary  shall 
report  the  results  of  the  study  to  the  Congress  after  the  expiration  of  45  months 
after  the  date  of  the  enactment  of  this  Act. 

(2)  (A)  If  upon  the  expiration  of  48  months  after  the  date  of  the  enactment  of 
this  Act  the  Secretary  has  not  made  the  report  required  by  paragraph  (1),  sec- 
tion 303(f)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act,  as  added  by  subsection 
(a),  shall  take  effect  with  respect  to  medical  device  user  facilities  (as  defined  in 
section  519(b)(6)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act). 

(B)  If  in  the  report  under  paragraph  (1)  the  Secretary  reports  that  there  has 
been  substantial  compliance  with  the  requirements  of  such  section  519(b)  by  a 
type  of  medical  device  user  facility  and  if  the  Secretary  does  not  make  a  deter- 
mination under  subparagraph  (C)  with  respect  to  such  type  of  facility,  such  sec- 
tion 303(f)  shall  not  take  effect  with  respect  to  such  type  of  facility. 

(C)  If  the  Secretary  determines  in  the  report  under  paragraph  (1)  that  there  is 
not  substantial  compliance  with  the  requirements  of  such  section  519(b)  by  a 
type  of  medical  device  user  facility  or  if  the  Secretary  makes  such  a  determina- 
tion after  making  the  report  under  paragraph  (1),  such  section  303(f)  shall  take 
effect  with  respect  to  such  type  of  facility  upon  the  effective  date  of  the  report. 
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SEC.  9.  TEMPORARY  SUSPENSION  OF  APPROVAL  OF  APPLICATION. 

Section  515(e)  (21  U.S.C.  360e(e))  is  amended— 

(1)  by  adding  at  the  end  the  following: 

"(3)  If,  after  providing  notice  and  an  opportunity  for  a  hearing,  the  Secretary  de- 
termines that  the  continuation  of  distribution  of  a  device  under  an  approved  appli- 
cation will  cause  serious,  adverse  health  consequences  or  death,  the  Secretary  shall 
by  order  temporarily  suspend  the  approval  of  the  application  approved  under  this 
section.  The  type  and  length  of  hearing  shall  be  determined  by  the  Secretary  as  ap- 
propriate in  the  circumstances  of  the  application  at  issue.  If  the  Secretary  issues 
such  an  order,  the  Secretary  shall  proceed  expeditiously  under  paragraph  (1)  to 
withdraw  such  application.",  and 

(2)  in  the  subsection  heading,  by  inserting  "and  Temporary  Suspension"  after 
"Withdrawal". 

SEC.  10.  POSTMARKET  SURVEILLANCE. 

(a)  Amendment. — Subchapter  A  of  chapter  5  is  amended  by  inserting  after  section 
521  (21  U.S.C.  360k)  the  following  new  section: 

"SEC.  522.  POSTMARKET  SURVEILLANCE. 

"(a)  In  Geneeal. — The  Secretary  shall  require  a  manufacturer  to  conduct  post- 
market  surveillance  for  any  device  that  is  approved  after  January  1,  1991,  that  pre- 
sents potential  for  serious  risk  to  human  health,  and  that — 
"(1)  is  a  permanent  implant;  or 

"(2)  is  intended  for  a  use  in  supporting  or  sustaining  human  life. 
The  Secretary  may  require  a  manufacturer  to  conduct  postmarket  surveillance  for 
any  device  that  is  a  device  with  respect  to  which  the  Secretary  determines  that  post- 
market  surveillance  of  the  device  is  necessary  to  protect  the  public  health  or  to 
evaluate  the  safety  or  effectiveness  of  the  device. 

"(b)  Surveillance  Period.— The  Secretary  shall  determine  the  period  and  type  of 
surveillance  required  in  order  to  complete  the  collection  of  useful  data  or  other  in- 
formation necessary  to  protect  the  public  health  and  to  evaluate  the  safety  or  effec- 
tiveness of  the  device.  The  surveillance  shall  be  conducted  by  one  or  more  qualified 
medical  centers  approved  by  the  Secretary.". 

(b)  Regulations. — 

(1)  Not  later  than  9  months  after  the  date  of  the  enactment  of  this  Act,  the 
Secretary  of  Health  and  Human  Services  shall  promulgate  proposed  regulations 
to  implement  section  522  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  as  added 
by  subsection  (a)  of  this  section.  Such  regulations  shall  establish  qualifications 
for  medical  centers  which  will  conduct  surveillances  under  such  section  522. 

(2)  Not  later  than  18  months  after  the  date  of  the  enactment  of  this  Act,  the 
Secretary  shall  issue  final  regulations  to  implement  such  section.  If  the  Secre- 
tary does  not  promulgate  such  final  regulations  upon  the  expiration  of  such  18 
months,  the  proposed  regulations  issued  under  paragraph  (1)  shall  be  considered 
as  final  regulations  as  of  the  expiration  of  such  18  months.  There  shall  be 
promptly  published  in  the  Federal  Register  notice  of  the  new  status  of  the  pro- 
posed regulations. 

SEC.  11.  MISCELLANEOUS. 

(a)  Section  513(f).— Section  513(f)(2)  (21  U.S.C.  360c(f)(2))  is  amended  in  subpara- 
graph (B)(i),  by  striking  out  "the  Secretary  shall"  and  inserting  in  lieu  thereof  "the 
Secretary  may  for  good  cause  shown". 

(b)  Section  514.— Section  514(b)  (21  U.S.C.  360d(b)(4)(B))  (as  so  redesignated)  is 
amended — 

(1)  in  paragraph  (3)(B)  (as  so  redesignated),  by  striking  out  ",  after  affording 
all  interested  persons  an  opportunity  for  an  informal  hearing,",  and 

(2)  in  clause  (ii)  of  paragraph  (4)(A)  (as  so  redesignated),  by  striking  out 
"unless"  and  all  that  follows  in  that  clause  and  inserting  in  lieu  thereof  the 
following:  "which  demonstrates  good  cause  for  referral  and  which  is  made 
before  the  expiration  of  the  period  for  submission  of  comments  on  such  pro- 
posed regulation  refer  such  proposed  regulation,". 

(c)  Section  515.— Section  515(c)(2)  (21  U.S.C.  360e(c)(2))  is  amended  by  striking  out 
"paragraph  (1),  the  Secretary  shall  refer  such  application"  and  inserting  in  lieu 
thereof  "paragraph  (1),  the  Secretary— 

"(A)  may  on  the  Secretary's  own  initiative  refer  such  application,  or 
"(B)  shall,  upon  the  request  of  an  applicant  unless  the  Secretary  finds  that 
the  information  in  the  application  which  would  be  reviewed  by  a  panel  substan- 
tially duplicates  information  which  has  previously  been  reviewed  by  a  panel  ap- 
pointed under  section  513, 
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refer  such  application". 

(d)  Section  516.— Section  516(a)  (21  U.S.C.  360f(a))  is  amended  (1)  by  striking  out 
"and  after  consultation  with  the  appropriate  panel  or  panels  under  section  513", 
and  (2)  by  striking  out  the  last  sentence. 

(e)  Section  520(f).— Section  520(f)(1)(A)  (21  U.S.C.  360j(f)(l)(A))  is  amended  by  in- 
serting "design  validation,"  after  "manufacture,". 

(f)  Section  520(1).— Section  520(1)(2)  (21  U.S.C.  360j(l)(2))  is  amended  by  striking  out 
"and  after  affording  the  petitioner  an  opportunity  for  an  informal  hearing". 

SEC.  12.  ELECTRONIC  PRODUCTS. 

(a)  In  General.— 

(1)  Subpart  3  of  part  F  of  title  III  of  the  Public  Health  Service  Act  is  trans- 
ferred to  chapter  V  of  the  Federal  Food,  Drug,  and  Cosmetic  Act,  is  placed  after 
section  528,  and  sections  354  through  360F  of  such  subpart  are  redesignated  as 
sections  530  through  542  of  the  Federal  Food,  Drug,  and  Cosmetic  Act,  respec- 
tively. 

(2)  Such  subpart  3  is  amended  as  follows: 

(A)  The  heading  for  the  subpart  is  amended  to  read  as  follows: 

"Subchapter  C— Electronic  Product  Radiation  Control". 

(B)  The  subpart  is  amended  by  striking  out  "subpart"  each  place  it  occurs 
and  inserting  in  lieu  thereof  "subchapter". 

(3)  (A)  Section  356  of  such  Act  is  amended — 

(i)  by  striking  out  "358"  each  place  it  occurs  and  inserting  in  lieu  thereof 
"534",  and 

(ii)  by  striking  out  "sections  3648  and  3709  of  the  Revised  Statutes  of  the 
United  States  (31  U.S.C.  529,  41  U.S.C.  5)"  and  inserting  in  lieu  thereof 
"section  3324  of  title  31,  United  States  Code,  and  section  3709  of  the  Re- 
vised Statutes  of  the  United  States  (41  U.S.C.  5)". 

(B)  Section  358(a)(1)(E)  of  such  Act  is  amended  by  striking  out  "355"  and  in- 
serting in  lieu  thereof  "531". 

(C)  Section  359  of  such  Act  is  amended — 

(i)  by  striking  out  "358"  each  place  it  occurs  and  inserting  in  lieu  thereof 
"534",  and 

(ii)  by  striking  out  "360A"  each  place  it  occurs  and  inserting  in  lieu 
thereof  "537". 

(D)  Section  360  of  such  Act  is  amended  by  striking  out  "358"  each  place  it 
occurs  and  inserting  in  lieu  thereof  "534". 

(E)  Section  360A  of  such  Act  is  amended— 

(i)  by  striking  out  "358"  and  inserting  in  lieu  thereof  "534",  and 

(ii)  by  striking  out  "359"  each  place  it  occurs  and  inserting  in  lieu  thereof 
"535". 

(F)  Section  360B  of  such  Act  is  amended — 

(i)  by  striking  out  "358"  each  place  it  occurs  and  inserting  in  lieu  thereof 

"534", 

(ii)  by  striking  out  "359"  each  place  it  occurs  and  inserting  in  lieu  thereof 
"535",  and 

(iii)  by  striking  out  "360A"  each  place  it  occurs  and  inserting  in  lieu 
thereof  "537". 

(G)  Section  360C  of  such  Act  is  amended — 

(i)  by  striking  out  "358"  and  inserting  in  lieu  thereof  "534", 

(ii)  by  striking  out  "360B"  each  place  it  occurs  and  inserting  in  lieu  there- 
of "538",  and 

(iii)  by  striking  out  "360F"  and  inserting  in  lieu  thereof  "542". 

(H)  Section  360F  of  such  Act  is  amended  by  striking  out  "358"  and  inserting 
in  lieu  thereof  "534". 

(4)  Section  354  of  such  Act  is  repealed  and  sections  355  through  360F  of  such 
Act  are  redesignated  as  sections  531  through  542,  respectively. 

(b)  Conforming  Amendment. — The  heading  for  part  F  of  title  III  of  the  Public 
Health  Service  Act  is  amended  by  striking  out  "and  Control  of  Radiation". 

(c)  Construction. — The  transfer  of  subpart  3  of  part  F  of  title  III  of  the  Public 
Health  Service  Act  to  the  Federal  Food,  Drug,  and  Cosmetic  Act  does  not  change 
the  application  of  the  requirements  of  such  subpart  and  such  Act  to  electronic  prod- 
ucts which  were  in  effect  on  the  date  of  the  enactment  of  this  Act. 
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SEC.  13.  APPLICATION. 

Medical  devices  used  to  deliver  electro-convulsive  therapy  shall  be  subject  to  sec- 
tions 513  through  521  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  as  in  effect  on 
the  day  before  the  date  of  the  enactment  of  this  Act. 

Purpose  and  Summary 

The  purpose  of  this  bill  is  to  improve  the  Medical  Device  Amend- 
ments of  1976,  the  basic  law  under  which  the  Secretary  of  the  De- 
partment of  Health  and  Human  Services  (the  Secretary),  through 
the  Food  and  Drug  Administration  (FDA),  regulates  the  safety  and 
effectiveness  of  medical  devices. 

Since  the  comprehensive  medical  device  law  was  enacted  in  1976, 
difficulties  have  persisted  in  the  implementation  of  the  law.  These 
implementation  problems  appear  to  be  the  result  of:  (1)  complex- 
ities in  the  law;  (2)  the  manner  in  which  FDA  interpreted  certain 
provisions  of  the  1976  law;  and  (3)  limited  resources.  The  purpose  of 
this  legislation  is  to  modify  the  underlying  law  in  ways  that  will 
result  in  greater  protection  of  the  public  health. 

Among  the  most  significant  provisions  in  this  legislation  are: 

— A  requirement  that  hospitals,  ambulatory  surgical  facilities 
and  nursing  homes  report  serious  problems  with  medical  de- 
vices; 

— Protections  for  persons  and  facilities  doing  the  reporting; 

— A  provision  to  streamline  premarket  approvals  of  devices  for 
safety  and  effectiveness; 

— A  clarified  statutory  basis  for  examining  safety  and  effective- 
ness in  making  determinations  that  two  devices  are  substan- 
tially equivalent; 

— An  orderly  timetable  under  which  FDA  either  reviews  old  and 
new  devices  for  safety  and  effectiveness  or  reclassifies  them  so 
that  they  no  longer  require  the  submission  of  a  premarket  ap- 
proval application; 

— New  authority  for  civil  penalties  as  a  means  of  enforcing  the 
medical  device  law; 

— New  authority  for  the  temporary  suspension  of  device  market- 
ing applications  if  the  device  will  cause  serious,  adverse  health 
consequences  or  death; 

— New  authority  requiring  postmarket  surveillance  of  devices 
when  such  surveillance  is  necessary  to  protect  public  health  or 
to  evaluate  the  safety  or  effectiveness  of  a  device; 

— New  authority  for  the  FDA  to  require  the  recall  of  medical  de- 
vices that  pose  an  unreasonable  risk  of  harm  to  the  public 
health;  and 

— Repeal  of  unnecessary  and  cumbersome  procedural  require- 
ments for  the  promulgation  of  performance  standards  and  cer- 
tain other  aspects  of  the  1976  law. 

Background  and  Need  for  the  Legislation 

Hearings  before  both  the  Committee's  Subcommittee  on  Health 
and  the  Environment,  as  well  as  reports  done  by  the  General  Ac- 
counting Office,  and  Inspector  General  of  the  Department  of 
Health  and  Human  Services  (HHS)  have  uncovered  incidents  in 
which  the  FDA  regulatory  scheme  for  medical  devices  was  inad- 
equate were  in  three  key  areas: 
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— Assuring  that  all  devices  entering  the  market  are  safe  and  ef- 
fective; 

— Learning  quickly  about  serious  problems  with  medical  devices; 
and 

— Removing  defective  devices  from  the  market.  ^ 

With  enactment  of  the  1976  Medical  Device  Amendments,  de- 
vices already  on  the  market  were  permitted  to  remain  on  the 
market  until  the  FDA  called  for  a  review  of  their  safety  and  effec- 
tiveness. While  the  1976  law  requires  premarket  approval  of  poten- 
tially dangerous  new  medical  devices,  it  also  allows  new  devices 
that  are  * 'substantially  equivalent"  to  the  old  devices  to  be  market- 
ed without  being  approved  for  safety  and  effectiveness  until  the 
FDA  formally  requires  reviews  of  the  old  devices.  None  of  these  re- 
views of  pre-1976  devices  even  began  until  very  recently. 

Three  issues  are  of  greatest  concern. 

First,  98  percent  of  the  estimated  5,000  devices  that  enter  the 
market  every  year  do  so  on  the  basis  of  a  claim  by  their  manufac- 
turer that  they  are  substantially  equivalent  to  an  earlier  device.  In 
particular,  over  80  percent  of  the  devices  that  are  potentially  the 
most  dangerous  (Class  III),  enter  the  market  on  the  basis  of  a  claim 
by  the  manufacturer  that  they  are  ''substantially  equivalent"  to  a 
device  already  on  the  market.  Although  a  determination  of  sub- 
stantial equivalence  involves  a  review  by  FDA  of  what  is  known  of 
the  safety  and  effectiveness  of  the  devices,  and  may  even  include 
some  additional  clinical  testing,  it  is  not  equivalent  to  an  approval 
by  the  FDA  of  the  device's  safety  and  effectiveness. 

Second,  the  FDA  has  experienced  difficulty  in  learning  about  se- 
rious problems  with  devices.  The  GAO  has  found  that  hospitals 
often  do  not  report  potentially  hazardous  medical  devices  to  the 
FDA  or  the  manufacturer.  ^ 

Finally,  even  when  the  FDA  has  discovered  a  serious  health 
hazard  associated  with  a  medical  device,  the  Agency  faces  a  unique 
barrier  to  enforcing  important  administrative  remedies.  Unlike 
other  health  and  safety  agencies,  FDA  may  not  take  administrative 
action  to  order  a  defective  device  recalled  unless  it  can  show  that 
the  device  did  not  meet  the  "state-of-the-art"  at  the  time  it  was  de- 
signed and  manufactured. 

The  need  for  this  legislation  was  documented  not  only  by  hear- 
ings before  the  Subcommittee  on  Health  and  the  Environment 
(Serial  Nos.  98-108,  100-34)  and  the  Subcommittee  on  Oversight 
and  Investigations  (Serial  No.  101-127)  but  also  by  a  series  of  inves- 
tigative reports  issued  by  the  Oversight  and  Investigations  Subcom- 
mittee.^ 


^  At  the  Subcommittee  on  Health  and  the  Environment's  November  6,  1989  hearing,  Greneral 
Accoimting  Office  Comptroller  General  Charles  A.  Bowsher  stated:  "In  brief,  our  work  reveals 
several  shortcomings  in  both  the  premarket  review  and  postmarket  surveillance  systems  for 
medical  devices  and  raises  serious  questions  about  the  ability  of  these  systems  and  related  regu- 
lations to  protect  the  American  people  from  unsafe  and  ineffective  medical  devices." 

2  "Medical  Devices — Early  Warning  of  Problems  Is  Hampered  by  Severe  Underreporting." 
GAO/PEMD-87-1. 

^  "Medical  Device  Regulation:  The  FDA's  Neglected  Child"  Committee  on  Energy  and  Com- 
merce Print  98-F;  "The  Bjork-Shiley  Heart  Valve:  "Earn  as  You  Learn";  Committee  on  Energy 
and  Commerce  Print  101-R. 
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Hearings 

The  Committee's  Subcommittee  on  Health  arxd  the  Environment 
held  two  days  of  hearings  on  H.R.  3095,  the  ''Safe  Medical  Devices 
Act  of  1990",  on  November  6,  1989  and  on  July  17,  1990.  On  No- 
vember 6,  1989,  testimony  was  received  from  the  Honorable 
Charles  Bowsher,  Comptroller  General,  United  States  General  Ac- 
counting Office;  Eleanor  Chelinsky,  Assistant  Comptroller,  United 
States  General  Accounting  Office,  accompanied  by  Gerald  Dil- 
lingham, Project  Manager,  United  States  General  Accounting 
Office;  Mr.  and  Mrs.  Michael  Davis;  and  Cage  Wavell,  attorney-at- 
law.  At  the  hearing  on  July  17,  1990,  testimony  was  received  from 
the  Honorable  Richard  P.  Kusserow,  Inspector  General,  Depart- 
ment of  Health  and  Human  Services;  Carl  E.  Wisler,  Director  of 
Planning  and  Reporting,  Program  Evaluation  and  Methodology  Di- 
vision, United  States  General  Accounting  Office;  Sidney  M.  Wolfe, 
M.D.,  Director,  Public  Citizen  Health  Research  Group;  James  S. 
Benson,  Acting  Commissioner,  Food  and  Drug  Administration; 
Alan  Magazine,  President,  Health  Industry  Manufacturers  Associa- 
tion, accompanied  by  Edwin  H.  Allen,  Vice  President  and  General 
Counsel;  Stephen  L.  Ferguson,  President,  Cook  Financial  Corpora- 
tion Incorporated;  Robert  G.  Britain,  National  Electric  Manufactur- 
ers Association,  accompanied  by  William  J.  Gerber,  Manager  of  In- 
dustry Relations,  Picker  International;  and  J.  Dan  Bailey,  Presi- 
dent, Contact  Lens  Manufacturers  Association. 

In  the  100th  Congress,  the  Committee's  Subcommittee  on  Health 
and  the  Environment  held  one  day  of  hearings.  May  4,  1987  (Serial 
No.  100-34),  on  medical  device  issues,  following  which  H.R.  2595 
was  introduced.  Testirnon}?^  was  received  from  ten  witnesses,  repre- 
senting themselves  and  four  organizations,  with  additional  materi- 
al submitted  by  the  Chairman  of  the  Subcommittee  in  the  form  of 
a  memorandum  and  by  one  member  of  the  Subcommittee. 

In  the  98th  Congress,  the  Committee's  Subcommittee  on  Health 
and  the  Environment  held  one  day  of  hearings,  February  24,  1984 
(Serial  No.  98-108)  on  the  implementation  of  the  Medical  Device 
Amendments  of  1976.  Testimony  was  received  from  seven  wit- 
nesses, representing  seven  organizations,  with  additional  material 
submitted  by  two  individuals  and  organizations. 

Committee  Consideration 

H.R.  3095  was  introduced  on  August  2,  1989  by  Mr.  Waxman  and 
Mr.  Dingell. 

On  September  25,  1990,  the  Subcommittee  on  Health  and  Envi- 
ronment met  in  open  session  and  ordered  reported  the  bill,  H.R. 
3095,  as  amended,  by  a  voice  vote,  a  quorum  being  present.  On  Sep- 
tember 26,  1990,  the  Committee  met  in  open  session  and  ordered 
reported  the  bill,  H.R.  3095  as  amended,  with  one  amendment,  by 
voice  vote,  a  quorum  being  present. 

Committee  Oversight  Findings 

Pursuant  to  clause  2(i)(3)(A)  of  rule  XI  of  the  Rules  of  the  House 
of  Representatives,  the  Subcommittee  on  Oversight  and  Investiga- 
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tions  held  oversight  hearings  and  made  findings  that  are  reflected 
in  the  following  legislative  reports: 

''Medical  Device  Regulation:  The  FDA's  Neglected  Child," 
Committee  Print  98-F; 

"The  Bjork-Shiley  Heart  Valve:  Earn  as  You  Learn,"  Com- 
mittee Print  101-R. 

Committee  on  Government  Operations 

Pursuant  to  clause  2(1)(3)(D)  of  rule  XI  of  the  Rules  of  the  House 
of  Representatives,  the  Committee  states  that  no  oversight  findings 
have  been  submitted  to  the  Commitee  by  the  Committee  on  Gov- 
ernment Operatiions. 

Committee  Cost  Estimate 

In  compliance  with  clause  7(a)  of  rule  XIII  of  the  Rules  of  the 
House  of  Representatives,  the  Committee  believes  that  the  cost  in- 
curred in  carrying  out  H.R.  3095  is  difficult  to  estimate  but  could 
be  on  the  order  of  $3-$6  million  per  year  in  Fiscal  Year  1991 
through  1995,  as  estimated  by  the  CBO. 

Congressional  Budget  Office  Estimate 

U.S.  Congress, 
Congressional  Budget  Office, 
Washington,  DQ  October  1,  1990. 

Hon.  John  D.  Dingell, 

Chairman,  Committee  on  Energy  and  Commerce, 
House  of  Representatives,  Washington,  DC. 

Dear  Mr.  Chairman:  The  Congressional  Budget  Office  has  pre- 
pared the  attached  cost  estimate  for  H.R.  3095,  Safe  Medical  De- 
vices Act  of  1990,  as  ordered  reported  by  the  House  Committee  on 
Energy  and  Commerce  on  September  26,  1990. 

If  you  wish  further  details  on  this  estimate,  we  will  be  pleased  to 
provide  them. 
Sincerely, 

Robert  F.  Hale 
(For  Robert  D.  Reischauer,  Director). 

Attachment. 

CONGRESSIONAL  BUDGET  OFFICE  COST  ESTIMATE 

1.  Bill  number:  H.R.  3095. 

2.  Bill  title:  Safe  Medical  Devices  Act  of  1990. 

3.  Bill  status:  As  ordered  reported  by  the  House  Committee  on 
Energy  and  Commerce  on  September  26,  1990. 

4.  Bill  purpose:  To  amend  the  Federal  Food,  Drug,  and  Cosnaetic 
Act  to  make  improvements  in  the  regulation  of  medical  devices, 
and  for  other  purposes. 

5.  Estimated  cost  to  the  Federal  Government: 
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[By  fiscal  year,  in  millions  of  dollars] 


1991        1992        1993        1994  1995 


Estimated  Authorization  Levels: 

User  reporting  system   (i)  3         3         3  3 

Education  and  information   1  

HHS  Study   (i)   

Comptroller  general  study   (i)   

Removal  and  correction  reports   (i)         1         1         1  1 

Premarket  approval   1112  2 

Total  estimated  authorization  levels   3         5         5         6  6 

Total  estimated  outlays   3         5         5         6  6 

1  Less  than  $500,000. 

Details  in  the  table  may  not  add  to  total  because  of  rounding. 

The  costs  of  this  bill  fall  within  budget  function  550. 

Basis  of  estimate:  Authorization  levels  were  not  stated  in  the  bill 
and  thus  were  estimated  by  CBO.  This  estimate  assumes  that  all 
authorizations  are  fully  appropriated  at  the  beginning  of  each 
fiscal  year.  Outlays  are  estimated  using  spendout  rates  computed 
by  CBO  on  the  basis  of  recent  program  data. 

User  Reporting  System. — H.R.  3095  would  require  hospitals,  am- 
bulatory surgical  facilities,  diagnostic  and  treatment  facilities,  and 
nursing  homes  to  report  serious  problems  with  medical  devices  to 
the  Food  and  Drug  Administration  (FDA).  When  one  of  these  facili- 
ties has  information  that  reasonably  suggests  that  a  medical  device 
may  have  caused  a  patient's  death,  the  facility  must  report  the  in- 
formation to  the  FDA,  and  to  the  manufacturer,  if  known.  In  addi- 
tion, the  bill  would  require  facilities  to  report  to  the  FDA  cases 
where  a  medical  device  may  have  caused  a  serious  illness  if  the 
manufacturer  of  the  device  is  unknown.  Facilities  would  also  have 
to  submit  quarterly  reports  to  the  FDA  summarizing  the  individual 
reports  previously  filed. 

A  mandatory  device  reporting  (MDR)  system  currently  exists  re- 
quiring manufacturers  to  report  deaths  (as  they  learn  of  them)  and 
serious  injuries  (quarterly)  to  the  FDA.  Manufacturers  would  still 
be  required  to  report  under  the  MDR  rules  to  the  FDA.  In  addition, 
medical  devices  distributors  would  have  to  comply  with  the  MDR 
regulations,  filing  summary  reports  each  quarter.  Manufacturers 
and  distributors  would  also  be  required  to  submit  annual  state- 
ments certifying  that  they  filed  their  reports. 

Estimates  of  the  cost  of  the  user  reporting  system  are  very  un- 
certain. Little  information  is  available  on  the  number  of  deaths 
and  serious  injuries  caused  each  year  by  medical  devices.  The  Gen- 
eral Accounting  Office  (GAO)  studied  FDA's  medical  device  system 
in  1987,  surveying  over  2,000  hospitals  on  problems  associated  with 
10  different  medical  devices.  They  found  that  46  percent  of  the 
problems  identified  by  these  hospitals  were  reported  to  the  manu- 
facturer. In  recent  years,  manufacturers  have  reported  about 
18,000  deaths  and  illnesses  to  the  MDR  system.  Using  these  figures, 
we  estimate  that  FDA  could  expect  to  receive  about  40,000  reports, 
if  reporting  is  mandatory.  This  estimate  incorporates  duplicate  re- 
porting on  the  part  of  health  facilities  and  manufactuers  in  cases 
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where  medical  devices  cause  death,  as  both  must  then  report  to  the 
FDA. 

To  accommodate  a  large  increase  in  reporting,  we  estimate  FDA 
would  need  an  additional  35  full-time-equivalent  (FTE)  positions.  In 
addition,  we  estimate  that  10  FTEs  would  be  needed  to  cross-check 
the  quarterly  summary  reports  submitted  to  FDA  by  the  health  fa- 
cilities to  all  the  original  reports.  Forty-five  additional  FTEs  would 
cost  approximately  $3  million  in  fiscal  years  1992  to  1994,  assuming 
that  final  regulations  are  enacted  at  the  beginning  of  fiscal  year 
1992.  Start-up  funds  would  be  needed  in  fiscal  year  1991  to  write 
preliminary  and  final  regulations.  CBO  estimates  that  it  would  cost 
less  than  $500,000  in  fiscal  year  1991  to  enact  the  necessary  regula- 
tions. 

Education  and  Information. — The  bill  would  require  the  Secre- 
tary of  HHS  to  educate  and  inform  the  medical  device  user  facili- 
ties and  manufactuers  on  the  user  reporting  system.  Currently, 
FDA  has  educational  programs  for  manufacturers  through  the 
MDR  system.  The  additional  costs  for  providing  information  to  the 
27,000  health  care  facilities  would  be  about  $1  million  in  fiscal  year 
1991. 

HHS  STUDY.— H.R.  3095  would  require  the  Secretary  of  HHS  to 
study  and  submit  a  report  45  months  after  the  enactment  of  this 
bill  on  the  compliance  under  the  user  reporting  system.  CBO  esti- 
mates that  this  study  would  cost  less  than  $500,000  in  1994. 

Comptroller  General  Study. — The  Comptroller  General  would  be 
required  to  study  health  care  facilities'  compliance  under  the  user 
reporting  system,  and  report  on  the  cost  effectiveness  of  the  pro- 
gram, 45  months  after  enactment  of  this  bill.  We  estimate  that  the 
study  would  cost  less  than  $500,000  in  1994. 

Removal  and  Correction  Reports. — Manufacturers  would  be  re- 
quired to  report  removals  and  field  repairs  of  medical  devices  un- 
dertaken by  manufacturers  if  done  to  eliminate  a  health  risk  posed 
by  the  device.  Based  on  information  provided  by  FDA,  CBO  esti- 
mates that  FDA  would  receive  about  800  reports  pertaining  to  re- 
moval and  repair  of  devices,  and  that  it  would  cost  about  $1  million 
each  fiscal  year  to  track  these  reports.  CBO  assumes  that  final  reg- 
ulations pertaining  to  this  provision  would  be  enacted  by  the  begin- 
ning of  fiscal  year  1992.  CBO  estimates  that  it  would  cost  less  than 
$500,000  in  fiscal  year  1991  to  enact  the  regulation. 

Premarket  Approval. — The  FDA  would  be  required  to  determine 
if  certain  devices  are  substantially  equivalent  to  a  device  that  FDA 
has  already  given  premarket  approval.  The  manufacturers  would 
be  required  to  prepare  a  summary  of  clinical  data  regarding  the 
safety  and  effectiveness  of  the  equivalent  device.  The  FDA  would 
review  and  submit  these  summaries  for  public  release.  Based  on  in- 
formation provided  by  FDA,  CBO  estimates  that  FDA  would  re- 
ceive about  225  summaries  annually,  after  the  enactment  of  final 
regulations  in  fiscal  year  1992.  Five  additional  FTEs  would  be  re- 
quired for  their  review. 

Certain  medical  devices  that  have  not  undergone  premarket  ap- 
proval would  have  their  classification  status  reviewed  and  possibly 
revised.  The  manufacturers  would  be  required  to  submit  additional 
safety  and  effectiveness  information  not  previously  provided.  The 
Secretary  of  HHS  would  be  required  to  review  this  information  and 
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publish  any  classification  change.  Based  on  information  provided 
by  FDA,  we  estimate  that  10  additional  FTEs  would  be  required 
each  year  to  review  the  information. 

A  similar  provision  requires  reclassification  of  certain  transition- 
al devices,  but  the  process  must  take  place  within  two  years  of  en- 
actment. Based  on  information  provided  by  FDA,  CBO  estimates 
that  10  FTEs  would  be  needed  in  fiscal  years  1991  and  1992  to 
review  the  information. 

Civil  Penalties. — H.R.  3095  would  set  maximum  civil  penalties 
for  violations  of  Chapter  5  of  the  Federal  Drug,  and  Cosmetic  Act, 
pertaining  to  medical  devices.  Because  CBO  has  no  basis  to  predict 
the  number  of  violations  or  the  amount  violators  would  be  penal- 
ized, CBO  cannot  estimate  the  receipts  that  could  be  recovered  as  a 
result  of  this  provision. 

6.  Estimated  cost  to  State  and  local  government:  None. 

7.  Estimate  comparison:  None. 

8.  Previous  CBO  estimate:  None. 

9.  Estimate  prepared  by:  Karen  Graham. 

10.  Estimate  approved  by:  C.G.  Nuckols  (for  James  L.  Blum,  As- 
sistant Director  for  Budget  Analysis.) 

Inflationary  Impact  Statement 

Pursuant  to  clause  2(1)(4)  of  rule  XI  of  the  Rules  of  the  House  of 
Representatives,  the  Committee  makes  the  following  statement 
with  regard  to  the  inflationary  impact  of  the  reported  bill: 

The  Committee  believes  that  the  bill  will  not  have  an  adverse 
impact  on  inflation. 

Section-by-Section  Analysis  and  Discussion 
section  1.  short  title  and  reference  to  act 
The  short  title  of  the  bill  is  the  ''Safe  Medical  Devices  Act." 

SECTION  2.  USER  REPORTS 

This  section  establishes  a  statutory  requirement  that  medical 
device  user  facilities  (defined  as  hospitals,  ambulatory  surgical  fa- 
cilities, outpatient  diagnostic  or  treatment  facilities  which  are  not 
physicians'  offices,  and  nursing  homes)  report  serious  problems 
with  medical  devices. 

When  a  death  of  a  patient  has  occurred  and  the  hospital  or  other 
medical  device  user  facility  has  information  that  reasonably  sug- 
gests that  a  medical  device  may  have  caused  or  contributed  to  that 
death,  the  incident  must  be  reported  to  the  FDA,  with  a  copy  of  the 
report  sent  to  the  manufacturer. 

When  a  medical  device  user  facility  has  information  that  reason- 
ably suggests  that  a  medical  device  may  have  caused  or  contributed 
to  a  serious  illness  or  injury,  the  incident  must  be  reported  to  the 
manufacturer,  or  to  the  Secretary  if  the  manufacturer  is  not 
known.  ^ 


^  The  Secretary  of  Health  and  Human  Services  has  generally  delegated  the  authority  to  im- 
plement the  Federal  Food,  Drug  and  Cosmetic  Act  to  the  FDA.  This  report,  therefore,  frequently 
refers  to  the  duties  or  authorities  given  to  the  FDA,  even  though  the  bill  is  directed  only  at  the 
Secretary. 
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This  provision  requires  the  user  to  report  information  on  prob- 
lems with  medical  devices  "promptly."  In  developing  the  regula- 
tions to  implement  this  section,  the  FDA  is  required  to  establish 
deadlines  for  making  reports  at  the  earliest  feasible  time. 

The  Committee  expects  that  this  standard  will  be  applied  with 
common  sense  in  recognition  of  the  organizational  character  of 
users,  such  as  large  hospitals.  Thus,  the  fact  that  an  employee  or  a 
physician  believes  that  a  reportable  event  has  occurred  does  not  by 
itself  mean  the  event  must  immediately  be  reported.  It  is  appropri- 
ate that  there  be  a  reasonable  allowance  for  sufficient  time  for  the 
information  to  be  processed  within  the  institution  and  for  a  deci- 
sion to  be  made  by  the  appropriate  person.  Howver,  the  FDA  has 
ample  discretion  to  require  expenditious  reporting  of  truly  signifi- 
cant and  serious  events. 

Section  519(b)(1)(D)  provides  that  a  facility  will  be  treated  as 
having  received  a  report  if  an  employee  or  other  individual  who  is 
'^formally  affiliated"  with  the  facility  "receives  or  otherwise  be- 
comes aware  of  information"  that  would  trigger  a  reporting  re- 
quirement. The  term  "formally  affiliated"  is  intended  to  include 
physicians  with  admitting  privileges  at  a  hospital.  It  would  not 
cover  an  individual,  such  as  a  servicing  mechanic  employed  by 
xerox  corporation,  who  has  no  affiliation  with  the  hospital. 

If  the  incident  is  reported  directly  to  the  FDA  and  the  FDA  is 
aware  of  the  manufacturer's  identity,  the  Committee  expects  the 
FDA  to  make  reasonable  efforts  to  notify  the  manufacturer  that  a 
report  has  been  filed. 

Section  2  also  requires  users  to  provide  FDA  with  quarterly  sum- 
maries of  any  reports  they  have  made  to  manufacturers  concerning 
specific  problems  with  medical  devices.  This  requirement  provides 
FDA  an  important  audit  tool  for  assessing  reporting  by  manufac- 
turers under  section  519(a).  In  conducting  studies  on  compliance 
with  the  reporting  requirements,  FDA  will  not  be  able  to  compare 
reports  reaching  FDA  from  manufacturers  with  reports  going  to 
the  manufacturers  from  users. 

Using  the  quarterly  reports  as  an  audit  tool  will  permit  an  ade- 
quate evaluation  of  the  patterns  of  manufacturer  reporting.  For  ex- 
ample, where  users  report  on  a  particular  type  of  device  at  approxi- 
mately the  same  rate  for  all  manufacturers,  but  one  manufacturer 
of  the  device  rarely  reports  to  FDA,  the  possibility  that  that  manu- 
facturer is  under-reporting  could  be  identified.  Without  receipt  of 
the  quarterly  reports,  the  FDA  would  have  no  objective  means  of 
spotting  such  a  possible  discrepancy. 

Because  this  system  is  intended  to  capture  the  entire  universe  of 
reports  by  users  other  than  physicians,  the  Committee  does  not 
intend  the  FDA  to  scrutinize  every  item  in  the  quarterly  reports  as 
if  it  were  a  report  from  the  manufacturer.  Rather,  the  Committee 
expects  the  FDA  to  develop  a  system  for  using  the  quarterly  re- 
ports as  a  basis  for  auditing  manufacturer  reporting.  The  organiza- 
tion, method  of  retrieval,  and  specific  uses  of  the  system  will  best 
be  decided  by  the  FDA. 

Once  a  report  under  these  provisions  is  received  by  a  manufac- 
turer, the  manufacturer  has  the  same  responsibilities  as  it  would 
have  upon  receiving  information  from  any  other  source  to  investi- 
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gate  and,  if  appropriate,  to  report  to  the  FDA  under  medical  device 
reporting  regulations. 

To  implement  the  requirements  of  section  519(a)  in  current  law, 
the  FDA  has  established  a  reporting  program  for  manufacturers, 
commonly  called  the  "Medical  Devices  Reporting  (MDR)  Regula- 
tions." ^  This  bill  makes  no  changes  in  the  requirements  of  section 
519(a)  and  the  MDR  system  developed  under  that  provision.  The 
bill  does  establish  a  postmarketing  reporting  system  that  envisions 
full  reporting  of  serious  problems  as  perceived  by  users.  Manufac- 
turers, under  the  MDR  system,  are  responsible  for  reviewing  the 
user  reports  and  filing  MDR  reports  with  the  FDA  as  appropriate. 

If  the  FDA  determines  that  in  spite  of  using  all  appropriate 
measures  to  deal  efficiently  with  reports  of  medical  device  prob- 
lems, the  resources  of  the  FDA  are  inadequate  to  the  task,  the 
Committee  expects  the  agency  to  take  appropriate  action.  If  the 
problem  is  related  to  inappropriate  reporting  of  unnecessary  infor- 
mation by  manufacturers  or  users,  the  solution  could  involve  fur- 
ther clarification  of  MDR  reporting  requirements  and  the  new  user 
reporting  regulations.  If  the  FDA  finds  that  the  volume  of  substan- 
tiated serious  problems  with  medical  devices  is,  in  fact,  so  great  as 
to  overwhelm  FDA  resources,  the  Committee  expects  the  FDA  to  so 
notify  the  Congress. 

The  FDA  is  prohibited  from  disclosing  the  identity  of  medical 
device  user  facilities  that  file  reports,  except  in  very  limited  cir- 
cumstances. The  reports  may  not  be  admitted  into  evidence  or  oth- 
erwise used  in  any  civil  actions  involving  private  parties.  However, 
there  is  no  prohibition  on  civil  litigation  about  the  events  that  are 
the  subject  of  the  report.  The  Committee  has  extended  these  pro- 
tections to  physicians  who  are  not  otherwise  required  to  report 
under  the  provisions  of  this  section.  The  Committee's  intent  is  to 
encourage  such  medical  device  users,  who  may  encounter  otherwise 
reportable  problems  in  their  private  office  practice,  to  notify  the 
FDA  or  the  manufacturer  of  such  problems.  The  Committee  notes 
that  providing  some  protections  for  those  persons  and  entities 
doing  the  reporting  is  intended  to  encourage  full  reporting  by 
device  users. 

The  protections  include  confidentiality  of  persons  making  the  re- 
ports. This  prohibition  means  that  the  identity  of  the  facility 
making  the  report  under  section  519(b)(1)  is  not  subject  to  disclo- 
sure by  the  FDA  under  the  Freedom  of  Information  Act  or  other- 
wise. The  only  exceptions  are  with  respect  to  actions  brought  to  en- 
force the  requirements  of  section  301(q)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act;  communications  with  the  manufacturer  in- 
volved; requests  from  the  duly  authorized  committees  and  subcom- 
mittees of  the  Congress;  and  when  the  event  is  required  to  be  dis- 
closed under  section  519(a). 

This  last  exception  concerning  519(a)  reports  reflects  the  Com- 
mittee's intention  that  this  legislation  will  in  no  way  affect  public 
access  to  information  contained  in  MDR  reports  to  the  FDA.  Under 
the  bill,  the  full  requirements  of  reporting  under  section  519(a)  will 
apply.  If  a  manufacturer  chooses  simply  to  forward  a  user  report  to 
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the  FDA,  that  will  then  constitute  a  report  described  in  section 
519(a),  not  a  report  described  in  section  519G)),  for  purposes  of 
public  access  to  the  contents  of  the  report. 

In  addition,  the  Committee  does  not  intend  that  this  legislation 
affect  public  access  to  information  under  the  Freedom  of  Informa- 
tion Act  other  than  as  noted  with  respect  to  the  user  reports  under 
519(b).  All  other  agency  records  created  pursuant  to  this  law  would 
be  treated  like  any  other  agency  records  under  the  Freedom  of  In- 
formation Act,  which  provides  a  reasonable  balance  betwern  public 
access  and  protection  of  confidential  information.  It  is  appropriate 
for  the  public  to  have  access  to  adverse  health  and  safety  informa- 
tion reported  to  the  FDA  pursuant  to  this  law. 

Finally,  there  are  provisions  to  protect  individuals  from  reprisals 
for  making  a  report  respecting  a  medical  device.  Medical  device 
user  facilities  are  prohibited  from  taking  adverse  actions  against 
employees  or  practitioners  for  making  reports  respecting  a  device. 
However,  nothing  in  the  bill  would  prohibit  an  employer  from 
taking  an  adverse  action  against  an  employee  or  practitioner  for 
failure  to  perform  his  or  her  duties  or  for  any  legitimate  and  legal 
reason. 

These  protections  will  apply  whenever  a  report  is  made  under 
this  section,  even  if  subsequently  it  is  discovered  that  the  report 
was  unnecessary  or  beyond  the  scope  of  what  is  required  by  the 
FDA  in  regulations  implementing  this  provision.  Again,  this  is 
done  to  encourage  reporting. 

The  FDA  is  required  to  promulgate  regulations  implementing 
the  reporting  system  within  18  months  after  enactment.  If  final 
regulations  are  not  promulgated,  then  the  proposed  regulations 
become  effective  at  that  time. 

The  reporting  requirements  applicable  to  hospitals,  ambulatory 
surgical  facilities  and  nursing  homes  will  take  effect  upon  promul- 
gation of  regulations  by  the  FDA  or  18  months  from  enactment, 
whichever  occurs  first. 

The  General  Accounting  Office  is  required  to  study  compliance 
by  medical  device  user  facilities  with  the  reporting  requirements 
and  to  study  actions  taken  by  manufacturers  in  response  to  reports 
made  to  them  under  that  provision.  The  GAO  is  also  directed  to 
study  the  cost  effectiveness  of  the  reporting  requirements  and  their 
implementation  and  any  recommendations  for  improving  the  re- 
quirements. The  GAO  is  required  to  complete  this  report  not  less 
than  forty-five  months  after  the  date  of  enactment. 

SECTION  3.  REPORTS 

Subsection  (a)  directs  the  FDA  to  develop  reporting  regulations 
to  include  distributors  of  medical  device. 

Section  519(a)  of  current  law  requires  distributors,  as  well  as 
manufacturers  and  importers,  of  medical  devices  to  keep  records 
and  file  reports  as  required  by  the  FDA.  However,  FDA  regulations 
apply  this  requirement  only  to  manufacturers.  The  bill  requires 
the  agency  to  issue  regulations  extending  the  reporting  regulations 
to  include  distributors  as  well. 

The  Committee  believes  that  there  are  circumstances  in  which 
distributors  should  be  required  to  report  on  problems  with  medical 
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devices.  Distributor  representatives  who  often  work  closely  with 
many  device  users  may  be  the  first  to  recognize  possible  device 
problems. 

The  bill  requires  the  FDA  to  develop  regulations  to  include  dis- 
tributors, but  does  not  specify  precisely  how  the  reporting  require- 
ments are  to  be  structured.  That  decision  is  left  to  the  agency's  dis- 
cretion. The  Committee  recognizes  that  distributors  have  a  differ- 
ent role  in  the  medical  device  distribution  process  than  manufac- 
turers, and  expects  that  the  FDA  will  take  this  into  account  as  the 
new  regulations  are  developed. 

The  bill  requires  that  each  manufacturer,  importer  and  distribu- 
tor annually  submit  a  report  to  the  FDA  certifying  either  the 
number  of  MDR  reports  filed  during  the  preceding  year  or  that  no 
reports  were  filed.  The  certification  requirement  is  included  on  the 
recommendation  of  the  General  Accounting  Office  (GAO)  as  an  im- 
portant means  of  increasing  the  effectiveness  of  the  MDR  system. 
In  a  report  prepared  for  the  Subcommittee,  the  GAO  recommended 
that  "all  firms  that  manufacture  or  import  medical  devices  to 
submit  an  annual  statement  indicating  either  that  they  filed  no 
MDR  reports  during  the  calendar  year  because  they  did  not  receive 
or  otherwise  become  aware  of  information  concerning  MDR-report- 
able  events,  or  that  they  filed  a  specific  number  of  reports  on  each 
type  of  reportable  event  and  that  the  firm  received  or  became 
aware  of  information  concerning  only  these  events."  ® 

Subsection  (b)  contains  a  user  tracking  provision  which  requires 
the  manufacturers  of  certain  high-risk  devices  to  develop  a  system 
for  tracking  these  devices  to  enable  them  to  be  readily  recalled  if 
the  need  arises. 

The  Committee  is  concerned  that  the  FDA  and  the  device  manu- 
facturers are  unable  to  track  devices  critical  to  human  health,  such 
as  heart  valves  and  other  implantable,  life-sustaining  devices.  User 
tracking  is  critical  to  enable  manufacturers  or  the  FDA  to  notify 
patients  who  are  using  defective  or  otherwise  dangerous  devices. 
Under  the  provisions  contained  in  this  bill,  each  manufacturer  of 
certain  permanently  implantable  devices,  life-sustaining  or  life-sup- 
porting devices,  and  other  devices  identified  by  the  FDA,  must 
adopt  a  user  tracking  system  consistent  with  regulations  to  be  pro- 
mulgated by  the  agency.  In  addition,  the  Secretary  may  require 
manufacturers  of  other  devices  to  adopt  a  method  of  user  tracking 
if  the  Secretary  determines  that  user  tracking  is  appropriate  to 
protect  the  public  health. 

The  regulations  must  (1)  require  manufacturers  to  maintain 
records  which  ensure  that  patients  can  directly  notified  as  contem- 
plated by  section  518(a);  (2)  require  manufacturers  to  adopt  effec- 
tive methods  of  tracking  devices,  such  as  the  creation  of  a  patient 
registry;  and  (3)  include  all  other  requirements  which  the  FDA 
deems  necessary  for  the  maintenance  of  an  effective  user  tracking 
system. 

The  Committee  believe  that  the  role  of  individual  phyicians  in 
the  process  of  user  tracking  is  an  important  but  limited  one.  While 
the  FDA  may  establish  regulations  which  call  for  the  physician  to 
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initially  provide  patient  information  at  the  time  a  device  is  first 
used  or  implanted,  the  physician  is  not  responsible  for  subsequent- 
ly reporting  on  the  whereabouts  of  the  patient  if  that  information 
is  not  available  to  physicians  in  the  conduct  of  their  medical  prac- 
tice. In  our  increasingly  mobile  society,  many  patients  are  apt  to 
move  about  frequently  or  to  change  their  marital  status  and  thus 
change  their  names.  To  place  the  sole  responsibility  for  user  track- 
ing on  physicians  would  be  unworkable  and  the  Committee  does 
not  intend  for  this  to  occur. 

The  FDA  is  required  to  promulgate  regulations  implementing 
these  requirements  within  18  months  after  enactment.  If  final  reg- 
ulations are  not  promulgated,  then  the  proposed  regulations 
become  effective  at  this  time. 

SECTION  4.  PREMARKET  APPROVAL 

Section  4(a)  codifies  FDA's  current  practice  regarding  the  use  of 
the  510(k)  procedure  for  entering  the  market.  A  device  with  the 
same  intended  use  and  technological  characteristics  as  another 
device  may  be  found  to  be  substantially  equivalent  to  that  other 
service,  as  under  current  law. 

A  device  with  the  same  intended  use  as  another  device,  but 
which  has  different  technological  characteristics,  may  be  found  to 
be  substantially  equivalent  to  that  other  device  only  if  the  appli- 
cant demonstrates  that  the  later  device  is  as  safe  and  effective  as 
comparable  devices  currently  being  sold  in  interstate  commerce. 
Technological  characteristics  of  a  device  are  considerded  different 
if  these  is  significant  change  in  the  materials,  design,  energy, 
source,  or  other  features  from  those  of  the  device  to  which  it  is 
being  compared.  In  addition,  this  section  explicitly  gives  the  FDA 
authority  to  deny  a  request  for  a  finding  of  substantial  equivalence 
if  the  device  has  characteristics  that  raise  new  questions  with  re- 
spect to  safety  and  effectiveness  that  would  justify  such  a  denial. 

In  order  to  utilize  this  provision,  the  applicant  must  submit  a 
summary  of  the  information  on  safety  and  efficacy  on  which  it  has 
relied  in  support  of  the  request  for  a  substantial  equivalence  find- 
ing, or  state  that  the  information  on  safety  and  efficacy  will  be 
made  available  to  the  public.  The  elements  of  an  adequate  summa- 
ry are  to  be  established  by  the  agency  in  regulations  and  shall  in- 
clude ''detailed  information  regarding  data  concerning  any  adverse 
health  effects".  The  bill  requires  that  the  FDA  make  the  summary 
available  to  the  public  not  later  than  30  days  after  the  issuance  of 
the  substantial  equivalence  finding.  The  only  circumstances  in 
which  the  manufacturer  is  excused  from  submitting  the  summary 
is  where  the  manufacturer  makes  its  information  (including  clini- 
cal data)  supporting  its  claim  of  safety  and  efficacy  available  for  in- 
spection by  the  public.  In  the  event  a  manufacturer  elects  not  to 
prepare  an  "adequate  summary  of  any  information  respecting 
safety  and  efficacy,"  the  Committee  expects  that  the  FDA  will 
notify  the  public  of  the  availability  of  such  data  from  the  manufac- 
turer, through  the  Federal  Register  or  similar  means,  not  later 
than  30  days  after  the  issuance  of  the  substantial  equivalence  find- 
ing. 
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The  legislation  requires  that  a  device  have  the  same  intended 
use  as  any  device  to  which  it  is  determined  to  be  substantially 
equivalent.  The  bill  modifies  the  statutory  authority  for  the  FDA  to 
consider  the  safety  and  effectiveness  of  a  device  when  determining 
whether  such  a  device  is  substantially  equivalent  to  a  predicate 
device. 

The  Committee  notes  that  this  is  in  no  way  intended  to  establish 
the  determination  of  substantial  equivalence  as  an  alternative  to 
premarket  approval.  A  determination  by  the  FDA  that  a  device  is 
substantially  equivalent  to  another  device  is  a  final  agency  action 
under  the  substantial  equivalent  provisions,  but  it  does  not  pre- 
clude further  agency  action  regarding  safety  and  effectiveness.  On 
the  contrary,  the  Committee  has  incorporated  provisions  that  re- 
quire the  FDA  to  move  with  dispatch  in  calling  for  premarket  ap- 
provals for  devices  that  remain  in  class  III. 

If  the  device  has  the  same  intended  use  and  technological  charac- 
teristics as  the  predicate  device,  no  further  finding  is  necessary.  If 
the  device  has  the  same  intended  use  but  has  technological  charac- 
teristics that  represent  a  significant  change  in  the  materials, 
design,  energy  source,  or  other  features,  the  FDA  then  must  find 
that  the  device  may  be  used  with  the  same  assurance  of  safety  and 
effectiveness  as  similar  devices  which  are  currently  being  sold.  This 
provision  makes  no  change  in  the  FDA's  current  practice  with  re- 
spect to  requesting  information  on  the  predicate  device. 

The  Committee  intends  that  the  prevailing  level  of  safety  and  ef- 
fectiveness must  be  for  the  devices  being  marketed  with  the  same 
intended  use,  not  for  all  devices  currently  marketed.  For  example, 
new  bedpans  should  be  capable  of  being  used  with  the  same  assur- 
ance of  safety  and  effectiveness  as  other  bedpans  now  marketed, 
and  new  medical  laser  instruments  should  be  evaluated  on  the 
basis  of  the  safety  and  effectiveness  as  other  medical  laser  instru- 
ments being  marketed. 

In  this  way,  the  standard  for  safety  and  effectiveness  in  a  deter- 
mination of  substantial  equivalence  will  evolve  slowly  as  the  pre- 
vailing level  on  the  market  changes,  rather  than  being  tied  solely 
to  comparison  with  a  pre-1976  device. 

The  Committee  recognizes  that  the  FDA  does  not  always  need 
clinical  data  to  make  a  finding  of  substantial  equivalence.  It  is  the 
Committee's  understanding  that  the  FDA  currently  requests  clini- 
cal data  in  less  than  10%  of  the  substantial  equivalence  determina- 
tions. The  Committee  believes  that  it  is  appropriate  for  the  FDA  to 
request  such  information  when  necessary.  It  is  not  the  intent  of  the 
Committee  to  make  such  data  a  necessary  element  of  every  sub- 
stantial equivalence  determination. 

The  reference  to  clinical  data  is  to  be  read  together  with  the  re- 
quirement that  devices  found  substantially  equivalent  may  be  used 
with  the  same  assurance  of  safety  and  effectiveness  as  similar  de- 
vices on  the  market.  The  Committee  believes  that  such  a  finding 
may  well  necessitate  submission  of  some  clinical  data  and  intends 
this  provision  to  clarify  the  statutory  basis  for  requiring  such  infor- 
mation. Again,  the  Committee  does  not  intend  to  change  current 
FDA  practice  regarding  this  process. 

Persons  applying  to  have  a  device  found  to  be  substantially 
equivalent  to  a  pre-1976  class  III  device  must  conduct  a  reasonable 
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search  of  information  known  to  the  applicant  and  of  published  in- 
formation and  must  cite  all  adverse  safety  and  effectiveness  data  in 
the  application. 

The  FDA  is  required  to  promulgate  regulations  implementing 
these  requirements  within  18  months  after  enactment.  If  final  reg- 
ulations are  not  promulgated,  then  the  proposed  regulations 
become  effective  at  this  time. 

Section  4(b)  adds  a  new  section  515(i)  to  require  that  pre-1976 
class  III  devices  that  have  not  yet  been  required  to  undergo  pre- 
market  approval  are  to  have  their  classification  status  reviewed 
and  revised.  Within  five  years  of  enactment,  the  FDA  must  require 
manufacturers  of  such  devices  to  submit  any  known  adverse  Safety 
and  effectiveness  information  not  already  submitted  pursuant  to 
section  519.  After  the  order  for  such  data  is  issued,  and  also  within 
five  years  of  enactment,  the  FDA  must,  by  regulation  published  in 
the  Federal  Register  (after  the  publication  of  a  proposed  regulation 
and  affording  the  public  an  opportunity  to  comment),  either  reclas- 
sify such  devices  into  class  I  or  into  class  II,  or  retain  the  devices  in 
class  III.  For  those  devices  that  remain  in  class  III,  the  FDA  must, 
within  12  months,  establish  by  regulation  a  schedule  under  which 
the  devices  will  undergo  premarket  approval.  An  aggrieved  party 
may  seek  revision  of  this  decision  in  a  Federal  appellate  court  pur- 
suant to  section  517. 

The  Committee  has  serious  concerns  about  FDA's  failure  to  issue 
regulations  under  section  515(b)  calling  for  submission  of  safety 
and  effectiveness  data  on  the  great  majority  of  pre- Amendment 
class  III  devices  and  their  post-Amendment  substantial  equivalents. 
After  the  FDA  revises  the  classification  of  some  of  these  devices 
pursuant  to  this  new  provision,  those  remaining  in  class  III  will 
present  unresolved  questions  of  safety  or  effectiveness  requiring 
the  FDA's  prompt  attention. 

Rather  than  setting  an  absolute  deadline  by  which  the  FDA 
must  complete  its  evaluation  of  the  devices  whose  class  III  status  is 
reaffirmed,  the  Committee  has  given  FDA  the  responsibility  for  es- 
tablishing schedules  for  the  promulgation,  "as  promptly  as  is  rea- 
sonably achievable,"  of  regulations  calling  for  safety  and  effective- 
ness data  for  each  such  device  to  be  submitted  and  reviewed.  In  for- 
mulating these  schedules,  the  FDA  should  take  into  account  its  pri- 
orities and  limited  resources,  together  with  the  Committee's  inten- 
tion that  the  evaluation  process  be  expeditious.  The  committee  con- 
templates that  the  schedules,  once  established,  will  be  met.  The 
Committee  notes  that  failure  to  meet  those  schedules  (except  in 
truly  extraordinary  and  unavoidable  circumstances)  would  consti- 
tute agency  action  unreasonably  delayed  within  the  meaning  of  the 
Administrative  Procedures  Act,  5  U.S.C.  706(1). 

The  1976  Act  initially  classified  all  transitional  devices  in  class 
III  until  reclassified  in  response  to  a  petition  under  520(1)(2).  De- 
spite the  temporary  nature  of  this  category  implied  by  the  word 
''transitional,'  fourteen  years  of  experience  under  the  present  law 
have  shown  that  assignment  of  these  devices  to  their  appropriate 
regulatory  classes  has  been  cumbersome  and  difficult. 

In  addition  to  the  effects  of  regulation  on  certain  manufacturers, 
unnecessary  retention  of  products  in  class  III  represents  a  substan- 
tial commitment  of  FDA  resources  to  processing  the  many  premar- 
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ket  approval  applications  that  are  submitted.  Appropriate  reclassi- 
fication of  such  products  would  free  up  resources  that  could  be  de- 
voted to  products  which  present  greater  risks  to  the  public. 

Section  520(1)  is  amended  to  require  reclassification  of  class  III 
^'transitional"  devices,  which  are  devices  that  were  regulated  as 
drugs  prior  to  enactment  of  the  Medical  Devices  Act  of  1976. 
Within  two  years  of  enactment,  the  FDA  must  decide  whether  to 
reclassify  transitional  devices  unless  the  Secretary,  by  notice,  ex- 
tends the  period  for  one  additional  year. 

The  new  provision  directs  the  FDA  to  classify  each  transitional 
device  based  on  the  definitions  for  classes  I,  II,  and  III  contained  in 
section  513(a).  The  Committee  intends  that  the  FDA  will  not  leave 
transitional  devices  in  class  III  unless  such  devices  are  found  to 
meet  the  statutory  definition.  Previous  regulatory  proceedings  con- 
ducted prior  to  the  enactment  of  this  legislation  shall  not  serve  as 
precedent  and  shall  not  obviate  the  need  for  the  FDA  to  make  the 
findings  with  respect  to  the  appropriateness  of  classifications  man- 
dated by  this  legislation.  A  decision  to  revise  the  classification  of  a 
device  under  section  515(1)(5)  may  be  challenged  only  by  filing  a  pe- 
tition for  a  classification  change  under  section  513(e)  of  the  Act.  A 
decision  in  such  a  petition  could  be  challenged  in  court  under  the 
Administrative  Procedures  Act,  5  U.S.C.  702. 

Use  ofPremarket  Approval  Data 

Current  law  has  been  interpreted  to  prohibit  the  FDA  from  uti- 
lizing data  submitted  in  an  application  for  premarket  approval  of 
one  device  in  considering  approval  of  or  reclassification  of  other  de- 
vices, even  if  any  patent  on  the  device  has  expired.  This  contrasts 
with  the  rules  applicable  to  drugs,  where  a  second  company's  drug 
may  generally  be  approved  without  safety  and  efficacy  data,  once 
the  first  company's  patent  has  expired.  See  21  U.S.C.  505(j). 

Thus,  for  example,  if  one  manufacturer  submits  data  in  its  appli- 
cation for  approval  of  a  Class  III  medical  device  and  that  applica- 
tion demonstrates  that  a  certain  component  of  a  device  is  safe  for 
use,  the  FDA  may  not  use  this  information  and  must  require  other 
manufacturers  using  that  same  component  in  their  devices  to  dem- 
onstrate safety.  This  issue  also  arises  in  the  context  of  reclassifica- 
tion. 

The  results  of  the  restrictions  on  use  of  information  are  redun- 
dant research  and  unnecessary  delay.  The  FDA  must  require  man- 
ufacturers to  expend  their  research,  time,  and  other  resources  to 
reprove  that  which  is  well  known,  and  it  must  expend  its  own  re- 
sources to  make  certain  that  the  manufacturers  carry  out  all  the 
studies  and  trials  correctly.  More  importantly,  the  inability  to  use 
this  data  slows  the  approval  or  reclassification  process  and  delays 
the  availability  of  new  devices  to  patients. 

This  debate  generated  significant  controversy  within  the  Com- 
mittee, and  the  language  upon  which  a  consensus  was  developed 
represents  a  compromise.  Under  subsection  (d),  which  adds  a  new 
section  520(h)  to  the  Act,  one  year  after  the  fourth  device  of  a  kind 
has  been  approved  under  section  515,  the  FDA  may  use  clinical  or 
preclinical  tests  or  studies  on  safety  and  effectiveness  (including 
data),  but  not  including  descriptions  of  methods  of  manufacturer 
and  product  composition,  in  evaluating  a  subsequent  application 
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for  approval,  determining  whether  a  product  development  protocol 
can  be  approved  under  section  515  or  in  reaching  a  reclassification 
decision  under  section  513(e),  513(f)(2)  or  520(1)(2).  This  provision 
does  not  affect  any  requirement  that  a  manufacturer  submit  infor- 
mation on  methods  of  manufacturer  and  product  composition.  The 
Committee  believes  that  the  process  for  regulating  medical  devices 
will  benefit  by  permitting  this  issue  of  premarket  approval  data.  In 
addition,  as  is  true  under  current  lav/,  publicly  available  informa- 
tion may  be  used  by  the  FDA  at  any  time. 

This  section  will  take  effect  on  the  date  of  enactment  for  devices 
approved  before  January  1,  1987,  and  one  year  after  the  date  of  en- 
actment for  all  other  devices  (including  devices  approved  after  the 
date  of  enactment  of  this  Act).  If  the  4th  device  of  a  kind  was  ap- 
proved before  January  1,  1987,  FDA  may  use  data  permitted  under 
this  section  upon  the  date  of  enactment.  If  the  4th  device  of  a  kind 
was  approved  between  January  1,  1987  and  the  date  of  enactment, 
FDA  may  use  data  permitted  under  this  section  one  year  after  the 
date  of  enactment.  If  the  4th  device  of  a  kind  is  approved  after  the 
date  of  enactment,  FDA  may  use  data  permitted  under  this  section 
one  year  after  the  approval  of  that  device. 

SECTION  5.  CLASSIFICATION  AND  RECLASSIFICATION  OF  DEVICES 

Subsection  (a)  revises  the  standard  for  class  II  classification  so 
that  devices  may  be  classified  if  safety  and  effectiveness  can  be  as- 
sured through  an  assortment  of  special  controls,  including  perform- 
ance standards,  postmarket  surveillance,  patient  registries  and  the 
use  of  FDA  guidelines.  The  standard  for  classification  in  class  III  is 
revised  to  clarify  that  a  device  must  be  so  classified  if  there  is  in- 
sufficient information  to  determine  that  class  I  or  class  II  controls 
will  assure  safety  and  effectiveness.  Subsection  (b)  makes  a  neces- 
sary conforming  amendment. 

The  Committee  believes  that  the  reclassification  of  devices  is  an 
appropriate  way  to  assure  the  FDA's  limited  resources  are  allocat- 
ed to  the  review  and  regulate  those  devices  which  present  the 
greatest  risk.  On  the  other  hand,  the  Committee  is  aware  of  con- 
cerns that  the  FDA  may  be  asked  by  manufacturers  to  reclassify 
devices  from  class  III  to  class  II  without  the  presentation  of  ade- 
quate evidence  that  the  application  of  special  controls  will  provide 
reasonable  assurance  of  the  reclassified  device's  safety  and  effec- 
tiveness. This  is  not  the  Committee's  intent  nor  is  such  action  au- 
thorized by  the  statute.  The  Committee  believes  that  the  statute 
does  not  authorize  the  FDA  to  place  a  device  in  class  I  or  class  II 
without  a  determination  by  the  FDA  that  such  classification  is  ap- 
propriate and  will  provide  adequate  assurance  of  the  device's  safety 
and  effectiveness. 

SECTION  6.  ESTABLISHMENT  OF  PERFORMANCE  STANDARDS 

Section  6  amends  section  514  of  the  Act  to  consolidate  and  sim- 
plify procedures  for  establishing  performance  standards.  The  FDA 
continues  to  be  required  to  provide  an  opportunity  for  persons  to 
request  reclassification  of  devices  that  would  be  subject  to  a  per- 
formance standard,  and  to  invite  submission  of  existing  perform- 
ance standards,  as  proposed  standards  for  the  device.  The  detailed 
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requirements  concerning  such  requests  for  reclassification  and  sub- 
mission of  standards  are  repealed,  however,  Although  the  FDA 
must  make  a  determination  on  requests  for  reclassification  and  on 
requests  for  the  promulgation  of  performance  standards,  the  proc- 
ess for  establishing  performance  standards  may  continue  while 
those  steps  are  undertaken. 

SECTION  7.  NOTIFICATION  AND  OTHER  REMEDIES 

Subsection  7(a)  adds  a  provision  concerning  reports  of  rem.ovals 
and  field  corrections.  Information  submitted  to  the  Committee  by 
the  General  Accounting  Office,  the  Inspector  General,  and  the 
Public  Citizen  Health  Research  Group  indicates  that  some  manu- 
facturers do  not  report  withdrawals  and  corrections  of  defective  de- 
vices to  the  FDA  in  a  timely  fashion.  This  has  seriously  interfered 
with  the  FDA's  ability  to  take  prompt  action  against  potentially 
dangerous  devices.  Under  this  section,  all  manufacturers,  importers 
and  distributors  will  have  to  report  to  the  FDA  any  removal  or  cor- 
rection undertaken  to  reduce  a  risk  to  health  posed  by  a  device  or 
to  remedy  a  violation  of  the  Act. 

The  FDA  is  required  to  promulgate  regulations  implementing 
these  requirements  within  18  months  after  enactment.  If  final  reg- 
ulations are  not  promulgated,  then  the  proposed  regulations 
become  effective  at  this  time. 

Section  7(b)  enacts  explicit  recall  authority  which  requires  the 
FDA  to  issue  an  order  for  the  immediate  cessation  of  distribution 
of  a  device  and  its  recall  from  commercial  distribution  whenever 
there  is  a  reasonable  probability  that  a  device  will  cause  serious 
adverse  health  consequences  or  death.  The  Committee  believes  that 
this  section  is  important  for  the  protection  of  public  health,  and 
the  Agency,  in  testimony  on  this  legislation,  has  acknowledged  the 
need  for  such  express  recall  authority.  This  section  also  requires 
the  manufacturer,  importer,  distributor,  or  retailer  subject  to  the 
recall  order  to  report  periodically  on  the  progress  of  the  recall.  The 
recall  order  must  also  provide  for  notifying  patients  of  the  recall 
but  the  notice  may  be  provided  through  the  patient's  individual 
physician,  if  the  agency  determines  that  consultation  with  the  phy- 
sician is  appropriate  or  that  this  would  be  the  most  effective 
method  of  notifying  patients.  Where  a  significant  number  of  indi- 
vidual patients  cannot  be  identified,  the  FDA  is  directed  to  provide 
that  individuals  be  notified  through  the  media  pursuant  to  section 
705(b)  of  the  Act. 

The  party  subject  to  the  order  is  given  specific  hearing  rights  in 
order  to  contest  the  recall  order.  Prior  to  the  recall,  the  party  will 
be  given  notice  and  an  opportunity  for  a  hearing.  The  type  and 
length  of  the  hearing  will  be  determined  by  the  circumstances.  It  is 
contemplated  that  the  hearing  would  be  analogous  to  the  judicial 
hearing  that  is  held  prior  to  granting  a  temporary  restraining 
order.  Where  circumstances  require  expedited  action,  a  motion  for 
a  temporary  restraining  order  can  result  in  notice,  a  hearing  and  a 
judicial  decision  in  a  single  day.  Within  20  days  of  the  recall  order, 
the  party  obtain  an  informal  hearing  as  defined  in  section  201(y)  of 
the  Act. 
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The  FDA  is  required  to  promulgate  regulations  implementing 
these  requirements  within  18  months  after  enactment.  If  final  reg- 
ulations are  not  promulgated,  then  the  proposed  regulations 
become  effective  at  that  time. 

SECTION  8.  CIVIL  PENALTIES 

Subsection  (a)  amends  section  303  of  the  Act  to  provide  that  any 
person  that  violates  a  requirement  of  the  Act  that  relates  to  medi- 
cal devices  shall  be  liable  for  civil  penalties,  in  addition  to  the 
criminal  penalties  and  other  sanctions  already  provided  in  the  Act. 

Section  303(f)(1)  provides  a  schedule  for  civil  penalties  that  could 
be  assessed  under  this  provision.  Sections  303(f)(1)  (A),  (B)  and  (C) 
provide  for  the  limits  of  penalties  to  be  assessed  where  the  viola- 
tion involves  devices  that  are  defective  or  otherwise  do  not  meet 
the  requirements  of  the  Act.  For  devices  in  class  I,  the  maximum 
penalty  is  $1,000  per  device  in  violation,  with  a  ceiling  of  $100,000 
for  all  devices  involved  in  the  violation.  For  devices  in  class  II,  the 
maximum  penalty  is  $5,000  per  device,  with  a  limit  of  $500,000  for 
all  the  devices  involved  in  the  violation.  For  devices  in  class  III,  the 
maximum  penalty  is  $20,000  per  device,  with  a  ceiling  of  $1,00(),000 
for  all  devices  involved  in  a  violation.  Section  303(f)(5)(B)  provides 
that  sections  303(f)(1)  (A),  (B)  and  (C)  shall  not  apply  to  violations  of 
sections  501(a)(2)(A)  and  501(h)  of  the  Act.  Subparagraphs  (A),  (B), 
and  (C)  would  apply  any  time  a  device  or  its  labeling  were  defective 
or  if  the  device  were  otherwise  not  in  compliance  with  the  Act. 

Section  303(f)(1)(D)  provides  that  the  maximum  penalty  will  be 
$50,000  per  inspection  for  violations  of  regulations  pertaining  to 
good  manufacturing  practices  promulgated  under  section  520(f). 
Section  303(f)(1)(E)  provides  that  the  maximum  penalty  will  be 
$20,000  for  each  violation  of  the  reporting  requirements  of  section 
519(a),  the  user  tracking  requirement  in  519(e)  and  reports  under 
519(f).  Section  303(f)(5)(A)  also  provides  that  the  FDA  shall  not  pros- 
ecute minor  violations  of  section  519  (a),  (e),  (f)  (with  respect  to  cor- 
rections reports  only)  and  520(f)  under  subparagraphs  (D)  or  (E)  if 
the  defendant  demonstrated  substantial  compliance  with  the  law. 

Finally,  section  303(f)(1)(F)  provides  that  the  maximum  penalty 
for  any  other  violation  shall  not  exceed  $20,000. 

Section  303(f)(2)(A)  provides  that  a  civil  penalty  would  be  as- 
sessed by  the  agency  only  after  providing  the  applicant  notice  and 
an  opportunity  for  an  adjudicatory  hearing  of  the  type  provided  for 
in  the  Administrative  Procedures  Act,  5  U.S.C.  554.  The  agency  is 
also  be  given  the  authority  to  subpoena  witnesses  and  records  that 
relate  to  the  issues  relevant  to  the  civil  penalty  proceeding. 

Section  303(f)(2)(B)  identifies  the  factors  that  the  FDA  is  to  take 
into  account  in  determining  the  amount  of  civil  penalties  to  be  as- 
sessed. 

Under  section  303(f)(3),  an  aggrieved  person  may  appeal  an  order 
assessing  civil  penalties  to  the  United  States  Court  of  Appeals  in 
the  District  of  Columbia  Circuit  or  in  a  circuit  where  the  person 
resides  or  transacts  business. 

Subsection  (b)  of  the  bill  provides  that  section  303(f)(1)(F)  (civil 
penalties)  shall  not  apply  to  user  facilities  failing  to  report  deaths, 
serious  illnesses  or  injuries  under  section  519(b)(1),  as  added  by  Sec- 
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tion  2  of  this  bill,  until  48  months  after  the  date  of  enactment. 
Paragraph  (1)  requires  that  the  FDA  conduct  a  study  and  report  to 
the  Congress  on  whether  medical  device  user  facilities  have  sub- 
stantially complied  with  the  reporting  requirements  of  section 
ol9(b)(l).  A  report  on  the  results  of  the  study  is  to  be  submitted  to 
the  Congress  45  months  after  the  date  of  enactment  of  this  Act. 

Paragraph  (2)(A)  provides  that  if  the  FDA  has  not  submitted  the 
report  to  Congress  required  by  paragraph  (1),  section  303(f)(1)(F) 
will  apply  to  all  medical  device  user  facilities.  Civil  penalties  for 
violations  of  section  519(b)(1)  would  take  effect  48  months  after  the 
date  of  enactment  of  this  Act.  Paragraph  (2)(B)  provides  that  if  the 
Secretary  determines  in  the  report  prepared  under  paragraph  (1) 
that  there  has  been  substantial  compliance  with  the  requirements 
of  section  519(b)(1),  and  if  a  determination  under  paragraph  (2)(C) 
has  not  been  made,  section  303  would  not  apply  to  violations  of  sec- 
tion 519(b)(1).  Paragraph  (2)(C)  requires  the  FDA  to  make  determi- 
nations of  substantial  compliance  for  specific  types  of  medical 
device  user  facilities.  Section  519(b)(6),  as  added  by  Section  2  of  this 
bill,  defines  medical  device  user  facility  to  mean  "a  hospital,  ambu- 
latory surgical  facility,  outpatient  or  treatment  facility  which  is 
not  a  physician's  office,  or  a  nursing  home."  If,  for  example,  the 
agency  determined  that  hospitals  were  in  substantial  compliance 
but  ambulatory  surgical  facilities  (ASF)  were  not,  section  303(f) 
would  apply  to  ASFs  while  hospitals  would  remain  exempt.  Simi- 
larly, if  the  FDA  were  to  determine  at  a  later  date,  after  the  sub- 
mission of  the  report  under  paragraph  (1),  that  one  of  the  specified 
tj^es  of  medical  device  user  facilities  initially  found  to  be  in  sub- 
stantial compliance  were  no  longer  in  such  compliance,  section 
303(f)  would  apply  after  such  determination  was  made. 

SECTION  9.  TEMPORARY  SUSPENSION  OF  APPROVAL  OF  APPLICATION 

Section  9  amends  section  515(e)  to  give  the  agency  emergency  au- 
thority to  temporarily  suspend  an  application  approving  the  medi- 
cal device  if  the  FDA  determines  that  continued  distribution  of  the 
device  will  cause  serious,  adverse  health  consequences  or  death. 
Prior  to  invoking  this  authority,  the  FDA  must  give  the  applicant 
that  secured  the  approval  notice  and  an  opportunity  for  a  hearing. 
It  is  contemplated  that  the  hearing  would  be  analogous  to  the  judi- 
cial hearing  that  is  held  prior  to  granting  a  temporary  restraining 
order.  Where  circumstances  require  expedited  action,  a  motion  for 
a  temporary  restraining  order  can  result  in  notice,  a  hearing  and  a 
judicial  decision  in  a  single  day. 

Section  519(e)  also  provides  that  if  the  FDA  suspends  an  applica- 
tion under  this  section,  the  FDA  shall  proceed  to  permanently 
withdraw  the  application  under  section  519(e)(1),  and  shall  accom- 
plish such  withdrawal  expeditiously,  if  requested  by  the  applicant. 

SECTION  10.  POSTMARKET  SURVEILLANCE 

Section  10  of  the  bill  adds  a  new  section  522  to  the  Act  concern- 
ing postmarketing  surveillance.  It  requires  the  FDA  to  monitor  the 
performance  of  every  permanently  implanted  device  (such  as  a 
pacemaker  or  a  heart  valve),  and  every  other  device  intended  for 
use  in  supporting"  or  sustaining  human  life,  which  is  approved  by 
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the  FDA  after  January  1,  1991.  The  FDA  may  also  require  post- 
market  surveillance  of  any  other  device  regardless  of  when  it  was 
approved  if  it  determines  that  such  surveilliance  is  necessary  to 
protect  the  public  health  or  to  evaluate  the  device's  safety  or  effec- 
tiveness. Data  collected  under  this  that  shall  be  subject  to  any  con- 
fidentiality protections  in  current  law. 

This  is  an  important  step  forward  in  the  medical  device  law.  Pre- 
market  approval  cannot  detect  all  possible  problems  which  may 
occur  after  a  device  is  marketed.  The  Committee  therefore  expects 
that  implants  and  other  devices  critical  to  human  health  will  be 
subject  to  postmarket  surveilliance  for  some  appropriate  period  of 
time  after  they  are  first  marketed. 

The  bill  require  that  the  postmarket  surveilliance  be  conducted 
by  one  or  more  qualified  medical  centers  approved  by  the  FDA. 
The  FDA  is  required  to  promulgate  regulations  implementing  these 
requirements  within  18  months  after  enactment. 

If  final  regulations  are  not  promulgated,  then  the  proposed  regu- 
lations become  effective  at  that  time.  Such  regulations  will  include 
the  establishment  of  qualifications  for  medical  centers  which  will 
conduct  surveillance  under  section  522.  Such  qualifications  will  in- 
clude, at  a  minimum,  a  requirement  that  the  centers  utilize  institu- 
tional review  boards  to  assure  proper  study  design  and  the  protec- 
tion of  patients. 

Nothing  in  section  522  will  prevent  a  manufacturer  from  initiat- 
ing its  own  surveilliance  program.  However,  if  post  marketing  sur- 
veillance is  required  under  section  522,  a  manufacturer  must  meet 
the  requirements  of  that  section  and  any  implementing  regulations 
promulgated. 

SECTION  11.  MISCELLANEOUS 

The  requirement  that  the  FDA  shall  refer  petitions  for  classify- 
ing new  devices  in  class  I  and  class  II  to  a  classification  panel  is 
made  discretionary. 

The  requirement  that  all  interested  persons  be  afforded  an  infor- 
mal hearing  before  the  FDA  may  amend  a  performance  standard  is 
repealed. 

With  respect  to  a  request  that  a  proposed  regulation  for  a  per- 
formance standard  be  referred  to  an  advisory  committee  of  experts, 
the  requirement  of  showing  good  cause  is  modified  to  clarify  that 
the  burden  of  showing  good  cause  is  on  the  requesting  party. 

With  respect  to  an  application  for  premarket  approval  for  a  class 
III  device,  the  requirement  that  the  FDA  refer  such  application  to 
a  classification  panel  is  made  discretionary  with  the  agency,  unless 
the  applicant  requests  such  a  referral  and  the  FDA  does  not  find 
that  the  information  to  be  reviewed  substantially  duplicates  infor- 
mation previously  reviewed  by  such  a  panel. 

The  requirement  that  the  FDA  consult  with  a  classification 
panel  before  initiating  proceeding  to  ban  a  device  is  repealed. 

The  requirement  that  petitioners  for  an  order  classifying  a  tran- 
sitional device  in  class  I  or  class  III  be  afforded  an  opportunity  for 
an  informal  hearing  is  repealed. 
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Design  Validation 

The  Committee  is  aware  that  the  FDA  contends  that  it  may  re- 
quire design  validation  of  devices  under  its  current  good  manufac- 
turing practice  authority,  referenced  in  section  520(f).  However, 
some  question  exists  whether  that  authority  is  sufficiently  com- 
plete to  permit  the  agency  to  promulgate  a  comprehensive  device 
design  validation  regulation.  The  amendment  is  necessary  because 
for  the  period  of  1983  through  1988  44  percent  of  device  recalls  re- 
lated to  a  problem  with  product  design.  Accordingly  the  bill 
amends  section  520(f)(1)(A)  to  include  the  term  "design  validation." 
"Design  validation,"  as  a  good  manufacturing  practice  concept,  in- 
cludes the  requirement  that  device  manufacturers,  as  a  preproduc- 
tion  manufacturing  control,  implement  a  process  that  will  demon- 
strate that  the  components  of  a  device,  singly  or  in  combination, 
will  perform  in  a  manner  consistent  with  their  purported  purpose. 
The  Committee  also  notes  that  design  validation  is  a  recognized 
means  of  production  quality  control  in  the  European  Economic 
Community. 

SECTION  12.  ELECTRONIC  PRODUCTS 

The  provisions  for  control  of  electronic  product  radiation  are 
transferred  from  the  Public  Health  Service  Act  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act.  No  substantive  changes  are  made. 

SECTION  13.  APPLICATION 

The  regulation  of  medical  devices  used  to  deliver  electro-convul- 
sive therapy  (ECT)  is  not  affected  by  this  amendment.  The  Commit- 
tee has  exempted  ECT  devices  from  the  revised  reclassification  pro- 
cedures of  the  bill  due  to  concerns  raised  about  the  safety  of  the 
device  and  the  interest  in  not  disturbing  the  existing  reclassifica- 
tion review  which  has  been  underway  at  the  agency  for  several 
years.  The  proposed  reclassification  of  these  devices  is  of  concern  to 
the  Committee  and  the  agency  is  urged  to  continue  its  careful 
review  of  the  proposal. 

Agency  Views 

The  Committee  did  not  receive  formal  comments  from  the  Ad- 
ministration on  H.R.  3095.  Testimony  on  the  legislation  was  pre- 
sented by  Acting  FDA  Commissioner  James  Benson  to  the  Subcom- 
mittee on  Health  and  the  Environment  on  July  17,  1990. 

Changes  in  Existing  Law  Made  by  the  Bill,  as  Reported 

In  compliance  with  clause  3  of  rule  XIII  of  the  Rules  of  the 
House  of  Representatives,  changes  in  existing  law  made  by  the  bill, 
as  reported,  are  shown  as  follows  (existing  law  proposed  to  be  omit- 
ted is  enclosed  in  black  brackets,  new  matter  is  printed  in  italic, 
existing  law  in  which  no  change  is  proposed  is  shown  in  roman): 


"Medical  Device  Recalls:  An  Overview  and  Analysis  1983-1988, "  General  Accounting  Office, 
GAO/PEMD-89-15BR,  pp.  23-24. 


H.   Rent-   lOl-ftnA  n  -  QD  _ 
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Federal  Food,  Drug,  and  Cosmetic  Act 
CHAPTER  III— PROHIBITED  ACTS  AND  PENALTIES 

PROHIBITED  ACTS 

Sec.  301.  The  following  acts  and  the  causing  thereof  are  hereby 
prohibited: 
(a)  *  *  * 

******* 

(q)(l)  The  failure  or  refusal  to  (A)  comply  with  any  requirement 
prescribed  under  section  518  or  520(g),  or  (B)  furnish  any  notifica- 
tion or  other  material  or  information  required  by  or  under  section 
[519  or  520(g)]  513  (f)(3\  515(i)(lX  519,  520(g),  or  520a)(5)(A). 
******* 

INJUNCTION  PROCEEDINGS 

Sec.  302.  (a)  The  district  courts  of  the  United  States  and  the 
United  States  courts  of  the  Territories  shall  have  jurisdiction,  for 
cause  shown,  and  subject  to  the  provisions  of  section  381  (relating 
to  notice  to  opposite  party)  of  Title  28,  (1)  to  restrain  violations  of 
section  301  of  this  title,  except  paragraphs  (h),  (i),  and  (j)  of  said  sec- 
tion, and  (2)  of  civil  actions  brought  by  any  individual  against  a 
medical  device  user  facility  for  damages  for  actions  taken  against 
the  individual  in  violation  of  section  519(b)(4), 

******* 

PENALTIES 

Sec.  303.  (a)  *  *  * 

******* 

(f)(1)  Any  person  who  violates  a  requirement  of  subchapter  A  of 
chapter  5  which  relates  to  medical  devices  shall  be  liable  to  the 
United  States  for  a  civil  penalty  in  an  amount — 

(A)  not  to  exceed  $1,000  for  each  device  in  class  I  which  is  in 
violation  of  a  requirement  fo  such  subchapter  and  not  to  exceed 
$100,000  for  all  devices  involved  in  such  violation, 

(B)  not  to  exceed  $5,000  for  each  device  in  class  II  which  is  in 
violation  of  a  requirement  of  such  subchapter  and  not  to  exceed 
$500,000  for  all  devices  involved  in  such  violation, 

(C)  not  to  exceed  $20,000  for  each  device  in  class  III  which  is 
in  violation  of  a  requirement  of  such  subchapter  and  not  to 
exceed  $1,000,000  for  all  devices  involved  in  such  violation, 

(D)  not  to  exceed  $50,000  for  one  or  more  violations  of  section 
520(f)  found  in  a  single  inspection, 

(E)  not  to  exceed  $20,000  for  each  violation  of  section  519(a), 
519(e),  or  519(f),  and 

(F)  not  to  exceed  $20,000  for  any  violation  not  referred  to  in 
subparagraphs  (A)  through  (E). 

(2)(A)  A  civil  penalty  under  paragraph  (1)  shall  be  assessed  by  the 
Secretary  by  an  order  made  on  the  record  after  opportunity  for  a 
hearing  provided  in  accordance  with  this  subparagraph  and  section 
554  of  title  5,  United  States  Code.  Before  issuing  such  an  order,  the 
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Secretary  shall  give  written  notice  to  the  person  to  he  assessed  a 
civil  penalty  under  such  order  of  the  Secretary's  proposal  to  issue 
such  order  and  provide  such  person  an  opportunity  for  a  hearing  on 
the  order.  In  the  course  of  any  investigation,  the  Secretary  may  issue 
subpoenas  requiring  the  attendance  and  testimony  of  witnesses  and 
the  production  of  evidence  that  relates  to  the  matter  under  investi- 
gation. 

(B)  In  determining  the  amount  of  a  civil  penalty,  the  Secretary 
shall  take  into  account  the  nature,  circumstances,  extent,  and  gravi- 
ty of  the  violation  or  violations  and,  with  respect  to  the  violator, 
ability  to  pay,  effect  on  ability  to  continue  to  do  business,  any  histo- 
ry of  prior  such  violations,  the  degree  of  culpability,  and  such  other 
matters  as  justice  may  require. 

(C)  The  Secretary  may  compromise,  modify,  or  remit,  with  or  with- 
out conditions,  any  civil  penalty  which  may  be  assessed  under  para- 
graph (1).  The  amount  of  such  penalty,  when  finally  determined,  or 
the  amount  agreed  upon  in  compromise,  may  be  deducted  from  any 
sums  owing  by  the  United  States  to  the  person  charged. 

(3)  Any  person  who  requested,  in  accordance  with  paragraph 
(2)(A),  a  hearing  respecting  the  assessment  of  a  civil  penalty  and 
who  is  aggrieved  by  an  order  assessing  a  civil  penalty  may  file  a  pe- 
tition for  judicial  review  of  such  order  with  the  United  States  Court 
of  Appeals  for  the  District  of  Columbia  Circuit  or  for  any  other  cir- 
cuit in  which  such  person  resides  or  transacts  business.  Such  a  peti- 
tion may  only  be  filed  within  the  CO-day  period  beginning  on  the 
date  the  order  making  such  assessment  was  issued. 

If  any  person  fails  to  pay  an  assessment  of  a  civil  penalty — 

(A)  after  the  order  making  the  assessment  has  become  a  final 
order  and  if  such  person  does  not  file  a  petition  for  judicial 
review  of  the  order  in  accordance  with  paragraph  (3),  or 

(B)  after  a  court  in  an  action  brought  under  paragraph  (3) 
has  entered,  a  final  judgment  in  favor  of  the  Secretary, 

the  Attorney  General  shall  recover  the  amount  assessed  (plus  inter- 
est at  currently  prevailing  rates  from  the  date  of  the  expiration  of 
the  60-day  period  referred  to  in  paragraph  (3)  or  the  date  of  such 
final  judgment,  as  the  cose  may  be)  in  an  action  brought  in  any  ap- 
propriate district  court  of  the  United  States.  In  such  an  action,  the 
validity,  amount,  and  appropriateness  of  such  penalty  shall  not  be 
subject  to  review. 

(5)(A)  Paragraphs  (1)(D),  and  (1)(E)  shall  not  apply  to  any  person 
who  commits  minor  violations  of  section  519(a),  519(e),  or  519(f) 
(only  with  respect  to  corrections  reports),  or  520(f)  if  such  person 
demonstrates  substantial  compliance  with  such  section. 

(B)  Paragraphs  (1)(A),  (1)(B),  and  (1)(C)  shall  not  apply  to  viola- 
tions of  section  501(a)(2)(A)  or  510(h). 

******* 

CHAPTER  V— DRUGS  AND  DEVICES 
Subchapter  A — Drugs  and  Devices 
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CLASSIFICATION  OF  DEVICES  INTENDED  FOR  HUMAN  USE 

Device  Classes 

Sec.  513.  (a)(1)  There  are  established  the  following  classes  of  de- 
vices intended  for  human  use: 

(A)  Class  i,  general  controls. — 

(i)  *  *  * 

(ii)  A  device  for  which  insufficient  information  exists  to 
determine  that  the  controls  referred  to  in  clause  (i)  are 
sufficient  to  provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  [or  to  establish  a  perform- 
ance standard]  or  to  apply  special  controls  to  provide  such 
assurance,  but  because  it — 

(I)  *  *  * 

******* 

[(B)  Class  ii,  performance  standards. — A  device  which 
cannot  be  classified  as  a  class  I  device  because  the  controls  au- 
thorized by  or  under  sections  501,  502,  510,  516,  518,  519,  and 
520  by  themselves  are  insufficient  to  provide  reasonable  assur- 
ance of  the  safety  and  effectiveness  of  the  device,  for  which 
there  is  sufficient  information  to  establish  a  performance 
standard  to  provide  such  assurance,  and  for  which  it  is  there- 
fore necessary  to  establish  for  the  device  a  performance  stand- 
ard under  section  514  to  provide  reasonable  assurance  of  its 
safety  and  effectiveness.  J 

(B)  Class  ii,  special  controls.— A  device  which  cannot  be 
classified  as  a  class  I  device  because  the  controls  authorized  by 
or  under  sections  501,  502,  510,  516,  518,  519,  and  520  by  them- 
selves are  insufficient  to  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device,  and  for  which  there  is 
sufficient  information  about  a  device  such  that  the  Secretary 
shall  apply  special  controls,  including  the  promulgation  of  per- 
formance standards,  postmarket  surveillance,  patient  registries, 
development  and  dissemination  of  guidelines,  recommendations, 
and  other  appropriate  actions  as  the  Secretary  deems  necessary 
to  provide  such  assurance. 

(C)  Class  hi,  premarket  approval. — A  device  which  be- 
cause— 

[(i)  it  (I)  cannot  be  classified  as  a  class  I  device  because 
insufficient  information  exists  to  determine  that  the  con- 
trols authorized  by  or  under  sections  501,  502,  510,  516, 

518,  519,  and  520  are  sufficient  to  provide  reasonable  as- 
surance of  the  safety  and  effectiveness  of  the  device  and 
(II)  cannot  be  classified  as  a  class  II  device  because  insuffi- 
cient information  exists  for  the  establishment  of  a  per- 
formance standard  to  provide  reasonable  assurance  of  its 
safety  and  effectiveness,  and] 

(i)  it  (I)  cannot  be  classified  as  a  class  I  device  because 
insufficient  information  exists  to  determine  that  the  con- 
trols authorized  by  or  under  sections  501,  502,  510,  516,  518, 

519,  and  520  are  sufficient  to  provide  reasonable  assurance 
of  the  safety  and  effectiveness  of  the  device  and  (II)  cannot 
be  classified  as  a  class  II  device  because  insufficient  infor- 
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mation  exists  to  determine  that  the  application  of  special 
controls  described  in  subsection  (b)  would  provide  reasona- 
ble assurance  of  its  safety  and  effectiveness,  and 

Classification  Changes 

{e)(l)  Based  on  new  information  respecting  a  device,  the  Secre- 
tary may,  upon  his  own  initiative  or  upon  petition  of  an  interested 
person,  by  regulation  [(1)]  (A)  change  such  device's  classification 
and  [(2)]  (B)  revoke,  because  of  the  change  in  classification,  any 
regulation  or  requirement  in  effect  under  section  514  or  515  with 
respect  to  such  device.  In  the  promulgation  of  such  a  regulation  re- 
specting a  device's  classification,  the  Secretary  may  secure  from 
the  panel  to  which  the  device  was  last  referred  pursuant  to  subsec- 
tion (c)  a  recommendation  respecting  the  proposed  change  in  the 
device's  classification  and  shall  publish  in  the  Federal  Register  any 
recommendation  submitted  to  the  Secretary  by  the  panel  respect- 
ing such  change.  A  regulation  under  this  subsection  changing  the 
classification  of  a  device  from  class  III  to  class  II  may  provide  that 
such  classification  shall  not  take  effect  until  the  effective  date  of  a 
performance  standard  established  under  section  514  for  such 
device. 

(2)  By  regulation  promulgated  under  paragraph  (IX  the  Secretary 
may  change  the  classification  of  a  device  from  class  III— 

(A)  to  class  II  if  the  Secretary  determines  that  special  controls 
would  provide  reasonable  assurance  of  the  safety  and  effective- 
ness of  the  device  and  that  general  controls  would  not  provide 
reasonable  assurance  of  the  safety  and  effectiveness  of  the 
device,  or 

(B)  to  class  I  if  the  Secretary  determines  that  general  controls 
for  the  device  would  provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device. 

Initial  Classification  and  Reclassification  of  Certain  Devices 
(f)(1)  *  *  * 

(2)(A)  [The  manufacturer!  The  Secretary  may  initiate  the  reclas- 
sification of  a  device  classified  into  class  III  under  paragraph  (1)  of 
this  subsection  or  the  manufacturer  or  importer  of  a  device  classi- 
fied under  paragraph  (1)  may  petition  the  Secretary  (in  such  form 
and  manner  as  he  shall  prescribe)  for  the  issuance  of  an  order  clas- 
sifying the  device  in  class  I  or  class  II.  Within  thirty  days  of  the 
filing  of  such  a  petition,  the  Secretary  shall  notify  the  petitioner  of 
any  deficiencies  in  the  petition  which  prevent  the  Secretary  from 
making  a  decision  on  the  petition. 

(B)(i)  Upon  determining  that  a  petition  does  not  contain  any  defi- 
ciency which  prevents  the  Secretary  from  making  a  decision  on  the 
petition,  [the  Secretary  shall]  the  Secretary  may  for  good  cause 
shown  refer  the  petition  to  an  appropriate  panel  established  or  au- 
thorized to  be  used  under  subsection  (b).  A  panel  to  which  such  a 
petition  has  been  referred  shall  not  later  than  ninety  days  after 
the  referral  of  the  petition  make  a  recommendation  to  the  Secre- 
tary respecting  approval  or  denial  of  the  petition.  Any  such  recom- 
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mendation  shall  contain  (I)  a  summary  of  the  reasons  for  the  rec- 
ommendation, (II)  a  summary  of  the  data  upon  which  the  recom- 
mendation is  based,  and  (III)  an  identification  of  the  risks  to  health 
(if  any)  presented  by  the  device  with  respect  to  which  the  petition 
was  filed.  In  the  case  of  a  petition  for  a  device  which  is  intended  to 
be  implanted  in  the  human  body  or  which  is  purported  or  repre- 
sented to  be  for  a  use  in  supporting  or  sustaining  human  life,  the 
panel  shall  recommend  that  the  petition  be  denied  unless  the  panel 
determines  that  the  classification  in  class  III  of  the  device  is  not 
necessary  to  provide  reasonable  assurance  of  its  safety  and  effec- 
tiveness. If  the  panel  recommends  that  such  petition  be  approved, 
it  shall  in  its  recommendation  to  the  Secretary  set  forth  its  reasons 
for  such  recommendation. 

*  *  *  *  *  «  « 

(3)  If  a  manufacturer  reports  to  the  Secretary  under  section  510(k) 
that  a  device  is  substantially  equivalent  to  another  device — 

(i)  which  the  Secretary  has  classified  as  a  class  III  device 
under  subsection  (b), 

(ii)  which  was  introduced  or  delivered  for  introduction  into 
interstate  commerce  for  commercial  distribution  before  May  28, 
1976,  and 

(Hi)  for  which  no  final  regulation  requiring  premarket  ap- 
proval has  been  promulgated  under  section  515(b), 
the  manufacturer  shall  certify  to  the  Secretary  that  the  manufactur- 
er has  conducted  a  reasonable  search  of  all  information  known  to 
the  manufacturer  and  of  all  published  information  respecting  such 
other  device  and  has  included  in  the  report  under  section  510(k)  a 
description  of  and  a  citation  to  all  adverse  safety  and  effectiveness 
data  respecting  such  other  device  and  respecting  the  device  for 
which  the  510(k)  report  is  being  made  and  which  has  not  been  sub- 
mitted to  the  Secretary  under  section  519.  The  Secretary  may  require 
the  manufacturer  to  submit  the  adverse  safety  and  effectiveness 
data  described  in  the  report 

******* 

Substantial  Equivalence 

(i)(l)  For  purposes  of  section  520  and  this  section,  a  device  may  be 
considered  to  be  substantially  equivalent  to  another  device  only  if 
the  Secretary  by  order  finds  that — 

(A) (i)  the  device  has  the  same  intended  use  and  the  same  tech- 
nological characteristics  as  such  other  device,  or 

(ii)  the  device  has  the  same  intended  use  as  such  other  device 
but  has  different  technological  characteristics  and  (I)  the  infor- 
mation submitted  that  the  device  is  substantially  equivalent  to 
such  other  device,  including  clinical  data  if  required  by  the  Sec- 
retary, demonstrates  that  the  device  is  as  safe  and  effective  as 
such  other  device  which  is  currently  being  sold  in  interstate 
commerce,  and  (II)  the  device  does  not  have  characteristics  that 
raise  new  questions  with  respect  to  safety  and  effectiveness  that 
justify  a  denial  of  an  order  of  substantial  equivalence,  and 

(B)  the  applicant  has  either  submitted  an  adequate  summary 
of  any  information  respecting  safety  and  effectiveness  or  has 
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stated  that  such  information  will  be  made  available  upon  re- 
quest by  any  person. 
(2)  For  purposes  of  paragraph  (1) — 

(A)  technological  characteristics  of  a  device  shall  be  consid- 
ered to  be  different  from  those  of  the  device  to  which  it  is  being 
compared  if  there  is  a  significant  change  in  the  materials, 
design,  energy  source,  or  other  features  from  those  of  the  device 
to  which  it  is  being  compared,  and 

(B)  a  summary  submitted  under  paragraph  (1)(B)  with  respect 
to  a  device  shall  contain  detailed  information  regarding  data 
concerning  any  adverse  health  effects  and  shall  be  made  avail- 
able to  the  public  by  the  Secretary  within  30  days  of  the  issu- 
ance of  a  determination  that  the  device  is  substantially  equiva- 
lent to  another  device. 

PERFORMANCE  STANDARDS 

Provisions  of  Standards 

Sec.  514.  (a)(1)  The  Secretary  may  by  regulation,  promulgated  in 
accordance  with  this  section,  establish  a  performance  standard  for 
class  II  device.  A  class  III  device  may  also  be  considered  a  class  II 
device  for  purposes  of  establishing  a  standard  for  the  device  under 
this  section  if  the  device  has  been  reclassified  as  a  class  II  device 
under  a  regulation  under  section  513(e)  but  such  regulation  pro- 
vides that  the  reclassification  is  not  to  take  effect  until  the  effec- 
tive date  of  such  a  standard  for  the  device.  If  there  is  not  sufficient 
information  to  establish  a  performance  standard  for  a  device  to  pro- 
vide reasonable  assurance  of  its  safety  and  effectiveness,  the  Secre- 
tary may  conduct  such  activities  as  may  be  necessary  to  develop  or 
obtain  such  information. 

******* 

[Initiation  of  a  Proceeding  for  a  Performance  Standard 

[(b)(1)  A  proceeding  for  the  development  of  a  performance  stand- 
ard for  a  device  shall  be  initiated  by  the  Secretary  by  the  publica- 
tion in  the  Federal  Register  of  notice  of  the  opportunity  to  submit 
to  the  Secretary  a  request  (within  fifteen  days  of  the  date  of  the 
publication  of  the  notice)  for  a  change  in  the  classification  of  the 
device  based  on  new  information  relevant  to  its  classification. 

[(2)  If,  after  publication  of  a  notice  pursuant  to  paragraph  (1)  the 
Secretary  receives  a  request  for  a  change  in  the  device's  classifica- 
tion, he  shall,  within  sixty  days  of  the  publication  of  such  notice 
and  after  consultation  with  the  appropriate  panel  under  section  3, 
by  order  published  in  the  Federal  Register,  either  deny  the  request 
for  change  in  classification  or  give  notice  of  his  intent  to  initiate 
such  a  change  under  section  513(e). 

[Invitation  for  Standards 

[(c)(1)  If,  after  the  publication  of  a  notice  under  subsection  (b), 
no  action  is  required  under  paragraph  (2)  of  such  subsection  or  the 
Secretary  denies  a  request  to  change  the  classification  of  the  device 
with  respect  to  which  such  notice  was  published,  the  Secretary 
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shall  publish  in  the  Federal  Register  a  notice  inviting  any  person, 
including  any  Federal  agency,  to — 

[(A)  submit  to  the  Secretary,  within  sixty  days  after  the 
date  of  publication  of  the  notice,  an  existing  standard  as  a  pro- 
posed performance  standard  for  such  device,  or 

[(B)  offer,  within  sixty  days  after  the  date  of  publication  of 
the  notice,  to  develop  such  a  proposed  standard. 
[(2)  A  notice  published  pursuant  to  paragraph  (1)  for  an  offer  for 
the  development  of  a  proposed  performance  standard  for  a  device — 
[(A)  shall  specify  a  period  within  which  the  standard  is  to 
be  developed,  which  period  may  be  extended  by  the  Secretary 
for  good  cause  shown;  and 
[(B)  shall  include — 

[(i)  a  description  or  other  designation  of  the  device, 
[(ii)  a  statement  of  the  nature  of  the  risk  or  risks  associ- 
ated with  the  use  of  the  device  and  intended  to  be  con- 
trolled by  a  performance  standard, 

[(iii)  a  summary  of  the  data  on  which  the  Secretary  has 
found  a  need  for  initiation  of  the  proceeding  to  develop  a 
performance  standard,  and 

[(iv)  identification  of  any  existing  performance  standard 
known  to  the  Secretary  which  may  be  relevant  to  the  pro- 
ceeding. 

[(3)  The  Secretary  shall  by  regulation  require  that  an  offeror  of 
an  offer  to  develop  a  proposed  performance  standard  submit  (and  if 
the  offeror  is  a  business  entity,  require  that  appropriate  directors, 
officers,  and  employees  of,  and  consultants  to,  the  business  entity 
submit)  to  the  Secretary  such  information  concerning  the  offeror  as 
the  Secretary  determines  is  relevant  with  respect  to  the  offeror's 
qualifications  to  develop  a  proposed  performance  standard  for  a 
device,  including  information  respecting  the  offeror's  financial  sta- 
bility, expertise,  and  experience,  and  any  potential  conflicts  of  in- 
terest, including  financial  interest  in  the  device  for  which  the  pro- 
posed standard  is  to  be  developed,  current  industrial  or  commercial 
affiliates  of  the  offeror,  current  sources  of  financial  support  for  re- 
search, and  business  entities  in  which  the  offeror  has  a  financial 
interest,  which  may  be  relevant  with  respect  to  the  offeror's  quali- 
fications. Such  information  submitted  by  an  offeror  may  not  be 
made  public  by  the  Secretary  unless  required  by  section  552  of  title 
5,  United  States  Code,  except  that  in  the  case  of  information  sub- 
mitted by  an  offeror  whose  offer  has  been  accepted,  the  Secretary 
shall  make  such  information  (other  than  information  which  be- 
cause of  subsection  (b)(4)  of  section  552,  title  5,  United  States  Code, 
is  exempt  from  disclosure  pursuant  to  subsection  (a)  of  such  sec- 
tion) public  at  the  time  the  offer  is  accepted. 

[(4)  If  the  Secretary  determines  that  a  performance  standard 
can  be  developed  by  any  Federal  agency  (including  an  agency 
within  the  Department  of  Health,  Education,  and  Welfare),  the 
Secretary  may — 

[(A)  if  such  determination  is  made  with  respect  to  an  agency 
within  such  Department,  develop  such  a  standard  in  lieu  of  ac- 
cepting any  offer  to  develop  such  a  standard  pursuant  to  a 
notice  published  pursuant  to  this  subsection,  or 
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[(B)  if  such  determination  is  made  with  respect  to  any  other 
agency,  authorize  such  agency  to  develop  such  a  standard  in 
lieu  of  accepting  any  such  offer. 
In  making  such  a  determination  respecting  a  Federal  agency,  the 
Secretary  shall  take  into  account  the  personnel  and  expertise 
within  such  agency.  The  requirements  described  in  subparagraphs 
(B)  and  (C)  of  subsection  (e)(4)  shall  apply  to  development  of  a 
standard  under  this  paragraph. 

[Acceptance  of  Certain  Existing  Standards 

[(d)(1)  If  the  Secretary— 

[(A)  determines  that  a  performance  standard  has  been 
issued  or  adopted  or  is  being  developed  by  any  Federal  agency 
or  by  any  other  qualified  entity  or  receives  a  performance 
standard  submitted  pursuant  to  a  notice  published  pursuant  to 
subsection  (c),  and 

[(B)  determines  that  such  performance  standard  is  based 
upon  scientific  data  and  information  and  has  been  subjected  to 
scientific  consideration, 
he  may,  in  lieu  of  accepting  any  offer  to  develop  such  a  standard 
pursuant  to  a  notice  published  pursuant  to  subsection  (c),  accept 
such  standard  as  a  proposed  performance  standard  for  such  device 
or  as  a  basis  upon  which  a  proposed  performance  standard  may  be 
developed. 

[(2)  If  a  standard  is  submitted  to  the  Secretary  pursuant  to  a 
notice  published  pursuant  to  subsection  (c)  and  the  Secretary  does 
not  accept  such  standard,  he  shall  publish  in  the  Federal  Register 
notice  of  that  fact  together  with  the  reasons  therefor. 

[Acceptance  of  Offer  To  Develop  Standard 

[(e)(1)  Except  as  provided  by  subsections  (c)(4)  and  (d),  the  Secre- 
tary shall  accept  one,  and  may  accept  more  than  one,  offer  to  de- 
velop a  proposed  performance  standard  for  a  device  pursuant  to  a 
notice  published  pursuant  to  subsection  (c)  if  he  determines  that 
(A)  the  offeror  is  qualified  to  develop  such  a  standard  and  is  techni- 
cally competent  to  undertake  and  complete  the  development  of  an 
appropriate  performance  standard  within  the  period  specified  in 
the  notice,  and  (B)  the  offeror  will  comply  with  procedures  pre- 
scribed by  regulations  of  the  Secretary  under  paragraph  (4)  of  this 
subsection.  In  determining  the  qualifications  of  an  offeror  to  devel- 
op a  standard,  the  Secretary  shall  take  into  account  the  offeror's 
financial  stability,  expertise,  experience,  and  any  potential  conflicts 
of  interests  (including  financial  interest  in  the  device  for  which 
such  standard  is  to  be  developed)  and  other  information  submitted 
pursuant  to  subsection  (c)(3),  which  may  be  relevant  with  respect  to 
the  offeror's  qualifications. 

[(2)  The  Secretary  shall  publish  in  the  Federal  Register  the 
name  and  address  of  each  person  whose  offer  is  accepted  under 
paragraph  (1)  and  a  summary  of  the  terms  of  such  offer  as  accept- 
ed. 

[(3)  If  such  an  offer  is  accepted,  the  Secretary  may,  upon  appli- 
cation which  may  be  made  prior  to  the  acceptance  of  the  offer, 
agree  to  contribute  to  the  offeror's  cost  in  developing  a  proposed 
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standard  if  the  Secretary  determines  that  such  contribution  is 
likely  to  result  in  a  more  satisfactory  standard  than  would  be  de- 
veloped without  such  contribution.  The  Secretary  shall  by  regula- 
tion prescribe  the  items  of  cost  in  which  he  will  participate,  except 
that  such  items  may  not  include  the  cost  of  construction  (except 
minor  remodeling)  or  the  acquisition  of  land  or  buildings.  Pay- 
ments to  an  offeror  under  this  paragraph  may  be  made  without 
regard  to  section  3648  of  the  Revised  Statutes  (31  U.S.C.  529). 

[(4)  The  Secretary  shall  prescribe  regulations  governing  the  de- 
velopment of  proposed  standards  by  persons  whose  offers  are  ac- 
cepted under  paragraph  (1).  Such  regulations  shall,  notwithstand- 
ing subsection  (b)(A)  of  section  553  of  title  5,  United  States  Code,  be 
promulgated  in  accordance  with  the  requirements  of  that  section 
for  notice  and  opportunity  for  participation  and  shall — 

[(A)  require  that  performance  standards  proposed  for  pro- 
mulgation be  supported  by  such  test  data  or  other  documents 
or  materials  as  the  Secretary  may  reasonably  require  to  be  ob- 
tained; 

[(B)  require  that  notice  be  given  to  interested  pesons  of  the 
opportunity  to  participate  in  the  development  of  such  perform- 
ance standards  and  require  the  provision  of  such  opportunity; 

[(C)  require  the  maintenance  of  records  to  disclose  (i)  the 
course  of  the  development  of  performance  standards  proposed 
for  promulgation,  (ii)  the  comments  and  other  information  sub- 
mitted by  any  person  in  connection  with  such  development,  in- 
cluding comments  and  information  with  respect  to  the  need  for 
such  performance  standards,  and  (iii)  such  other  matters  as 
may  be  relevant  to  the  evaluation  of  such  performance  stand- 
ards; 

[(D)  provide  that  the  Secretary  and  the  ComptoUer  General 
of  the  United  States,  or  any  of  their  duly  authorized  represent- 
atives, shall  have  access  for  the  purpose  of  audit  and  examina- 
tion to  any  books,  documents,  papers,  and  other  records,  rele- 
vant to  the  expenditure  of  any  funds  contributed  by  the  Secre- 
tary under  paragraph  (3);  and 

[(E)  require  the  submission  of  such  periodic  reports  as  the 
Secretary  may  require  to  disclose  the  course  of  the  develop- 
ment of  performance  standards  proposed  for  promulgation. 
[(5)  If  an  offer  is  made  pursuant  to  a  notice  published  pursuant 
to  subsection  (c)  and  the  Secretary  does  not  accept  such  offer,  he 
shall  publish  in  the  Federal  Register  notice  of  that  fact  together 
with  the  reasons  therefor. 

[Development  of  Standard  by  Secretary  After  Publication  of 
Subsection  (c)  Notice 

[(f)  If  the  Secretary  has  published  a  notice  pursuant  to  subsec- 
tion (c)  and — 

[(1)  no  person  makes  an  offer  or  submits  a  standard  pursu- 
ant to  the  notice; 

[(2)  the  Secretary  has  not  accepted  an  existing  performance 
standard  under  subsection  (d)  or  accepted  an  offer  to  develop  a 
proposed  performance  standard  pursuant  to  the  notice;  or 
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[(8)  the  Secretary  has  accepted  an  offer  or  offers  to  develop 
a  proposed  performance  standard,  but  determines  thereafter 
that— 

[(A)  the  offeror  under  each  such  offer  is  unwilling  or 
unable  to  continue  the  development  of  the  performance 
standard  which  was  the  subject  of  the  offer  or  offers,  or 

[(B)  the  performance  standard  which  has  been  devel- 
oped is  not  satisfactory, 
and  publishes  notice  of  that  determination  in  the  Federal  Reg- 
ister together  with  his  reasons  therefor; 
then  the  Secretary  may  proceed  to  develop  a  proposed  performance 
standard.  The  authority  provided  by  this  subsection  is  in  addition 
to  the  authority  provided  by  subsection  (c)(4).  The  requirements  de- 
scribed in  subparagraphs  (B)  and  (C)  of  subsection  (e)(4)  shall  apply 
to  the  development  of  a  standard  by  the  Secretary  under  this  sub- 
section.] 

[Establishment  of  a  Standard 

[(g)(1)(A)  After  publication  pursuant  to  subsection  (c)  of  a  notice 
respecting  a  performance  standard  for  a  device,  the  Secretary  shall 
either — 

[(i)  publish,  in  the  Federal  Register  in  a  notice  of  proposed 
rulemaking,  a  proposed  performance  standard  for  the  device  (I) 
developed  by  an  offeror  under  such  notice  and  accepted  by  the 
Secretary,  (II)  developed  under  subsection  (c)(4),  (III)  accepted 
by  the  Secretary  under  subsection  (d),  or  (IV)  developed  by  him 
under  subsection  (f),  or 

[(ii)  issue  a  notice  in  the  Federal  Register  that  the  proceed- 
ing is  terminated  together  with  the  reasons  for  such  termina- 
tion. 

[(B)  If  the  Secretary  issues  under  subparagraph  (A)(ii)  a  notice  of 
termination  of  a  proceeding  to  establish  a  performance  standard 
for  a  device,  he  shall  (unless  such  notice  is  issued  because  the 
device  is  a  banned  device  under  section  516)  initiate  a  proceeding 
under  section  513(e)  to  reclassify  the  device  subject  to  the  proceed- 
ing terminated  by  such  notice.  3 

(b)(1)  A  notice  of  proposed  rulemaking  for  the  establishment  of  a 
performance  standard  for  a  device  shall — 

(A)  set  forth  a  finding  by  the  Secretary  that  the  performance 
-    standard  is  both  appropriate  and  necessary  for  the  device, 

(B)  set  forth  proposed  findings  with  respect  to  the  degree  of 
the  risk  of  illness  or  injury  designed  to  be  eliminated  or  reduced 
by  the  proposed  performance  standard  and  the  benefit  to  the 
public  from  the  device, 

(C)  provide  an  opportunity  to  submit  to  the  Secretary  a  re- 
quest (within  SO  days  of  the  date  of  the  publication  of  the 
notice)  for  a  change  in  the  classification  of  the  device  pursuant 
to  section  513  based  on  new  information  relevant  to  its  classifi- 
cation, and 

(D)  invite  the  submission  of  an  existing  performance  standard 
as  a  proposed  performance  standard  for  the  device. 

[(2)  A  notice  of  proposed  rulemaking  for  the  establishment  of  a 
performance  standard  for  a  device  published  under  paragraph 
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(l)(A)(i)  shall  set  forth  proposed  findings  with  respect  to  the  degree 
of  the  risk  of  illness  or  injury  designed  to  be  eliminated  or  reduced 
by  the  proposed  standard  and  the  benefit  to  the  public  from  the 
device.] 

[(3)]r^XA)  After  the  expiration  of  the  period  for  comment  on  a 
notice  of  proposed  rulemaking  published  under  paragraph  (1)  re- 
specting a  performance  standard  and  after  consideration  of  such 
comments  and  any  report  from  an  advisory  committee  under  para- 
graph (5),  the  Secretary  shall  (i)  promulgate  a  regulation  establish- 
ing a  performance  standard  and  publish  in  the  Federal  Register 
findings  on  the  matters  referred  to  in  [paragraph  (2)]  paragraph 
(1),  or  (ii)  publish  a  notice  terminating  the  proceeding  for  the  devel- 
opment of  the  standard  together  with  the  reasons  for  such  termina- 
tion. If  a  notice  of  termination  is  published,  the  Secretary  shall 
(unless  such  notice  is  issued  because  the  device  is  a  banned  device 
under  section  516)  initiate  a  proceeding  under  section  513(e)  to  re- 
classify the  device  subject  to  the  proceeding  terminated  by  such 
notice. 

*  *  *  *  *  *  * 

[(4)](^«?XA)  The  Secretary,  upon  his  own  initiative  or  upon  peti- 
tion of  an  interested  person  may  by  regulation,  promulaged  in  ac- 
cordance with  the  requirements  of  paragraphs  [(2)  and  (3)(B)]  (1) 
and  (2)(B)  of  this  subsection,  amend  or  revoke  a  performance  stand- 
ard. 

(B)  The  Secretary  may  declare  a  proposed  amendment  of  a  per- 
formance standard  to  be  effective  on  and  after  its  publication  in 
the  Federal  Register  and  until  the  effective  date  of  any  final  action 
taken  on  such  amendment  if  he  determines  [,  after  affording  all  in- 
terested persons  an  opportunity  for  an  informal  hearing,  3  that 
making  it  so  effective  is  in  the  public  interest.  A  proposed  amend- 
ment of  a  performance  standard  made  so  effective  under  the  pre- 
ceding sentence  may  not  prohibit,  during  the  period  in  which  it  is 
so  effective,  the  introduction  or  delivery  for  introduction  into  inter- 
state commerce  of  a  device  which  conforms  to  such  standard  with- 
out the  change  or  changes  provided  by  such  proposed  amendment. 

[(5)3«XA)  The  Secretary— 

(i)  may  on  his  own  initiative  refer  a  proposed  regulation  for 
the  establishment,  amendment,  or  revocation  of  a  performance 
standard,  or 

(ii)  shall,  upon  the  request  of  an  interested  person  [unless 
the  Secretary  finds  the  request  to  be  without  good  cause  or  the 
request  is  made  after  the  expiration  of  the  period  for  submis- 
sion of  comments  on  such  proposed  regulation  refer  such  pro- 
posed regulation,]  which  demonstrates  good  cause  for  referral 
and  which  is  made  before  the  expiration  of  the  period  for  sub- 
mission of  comments  on  such  proposed  regulation  refer  such 
proposed  regulation, 

to  an  advisory  committee  of  experts,  established  pursuant  to  sub- 
paragraph (B)  for  a  report  and  recommendation  with  respect  to  any 
matter  involved  in  the  proposed  regulation  which  requires  the  ex- 
ercise of  scientific  judgment.  If  a  proposed  regulation  is  referred 
under  this  subparagraph  to  an  advisory  committee,  the  Secretary 
shall  provide  the  advisory  committee  with  the  data  and  informa- 
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tion  on  which  such  proposed  regulation  is  based.  The  advisory  com- 
mittee shall,  within  sixty  days  of  the  referral  of  a  proposed  regula- 
tion and  after  independent  study  of  the  data  and  information  fur- 
nished to  it  by  the  Secretary  and  other  data  and  information  before 
it,  submit  to  the  Secretary  a  report  and  recommendation  respecting 
such  regulation,  together  with  all  underlying  data  and  information 
and  a  statement  of  the  reason  or  basis  for  the  recommendation.  A 
copy  of  such  report  and  recommendation  shall  be  made  public  by 
the  Secretary. 

«  4:  *  *  )|c  «  * 

PREMARKET  APPROVAL 

General  Requirement 

Sec.  515.  (a)  *  *  * 

******* 

Application  for  Premarket  Approval 

(c)(1)  *  *  * 

(2)  Upon  receipt  of  an  application  meeting  the  requirements  set 
forth  in  [paragraph  (1),  the  Secretary  shall  refer  such  application] 
paragraph  (1),  the  Secretary — 

(A)  may  on  the  Secretary's  own  initiative  refer  such  applica- 
tion, or 

(B)  shall,  upon  the  request  of  an  applicant  unless  the  Secre- 
tary finds  that  the  information  in  the  application  which  would 
he  reviewed  by  a  panel  substantially  duplicates  information 
which  has  previously  been  reviewed  by  a  panel  appointed  under 
section  513, 

refer  such  application  to  the  appropriate  panel  under  section  513  for 
study  and  for  submission  (within  such  period  as  he  may  establish)  of 
a  report  and  recommendation  respecting  approval  of  the  application, 
together  with  all  underl5dng  data  and  the  reasons  or  basis  for  the 
recommendation. 

******* 

Withdrawal  and  Temporary  Suspension  of  Approval  of  Application 
(e)(1)  *  *  * 

*  *  *  «  *  *  * 

(3)  If,  after  providing  notice  and  an  opportunity  for  a  hearing,  the 
Secretary  determines  that  the  continuation  of  distribution  of  a 
device  under  an  approved  application  will  cause  serious,  adverse 
health  consequences  or  death,  the  Secretary  shall  by  order  temporar- 
ily suspend  the  approval  of  the  application  approved  under  this  sec- 
tion. The  type  and  length  of  hearing  shall  be  determined  by  the  Sec- 
retary as  appropriate  in  the  circumstances  of  the  application  at 
issue.  If  the  Secretary  issues  such  an  order,  the  Secretary  shall  pro- 
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ceed  expeditiously  under  paragraph  (1)  to  withdraw  such  applica- 
tion. 

*  *  *  *  *  *  ♦ 

Revision 

(1) (l)  Before  the  expiration  of  5  years  after  the  date  of  the  enact- 
ment of  this  subsection,  the  Secretary  shall  by  order  require  manu- 
facturers of  devices,  which  are  subject  to  revision  of  classification 
under  paragraph  (2),  to  submit  to  the  Secretary  a  description  of  and 
citation  to  any  adverse  safety  or  effectiveness  information  known  to 
the  manufacturers  respecting  the  devices  which  has  not  been  sub- 
mitted under  section  519,  including  any  data  supporting  such  infor- 
mation that  the  Secretary  may  require  the  manufacturer  to  submit. 

(2)  After  the  issuance  of  an  order  under  paragraph  (1)  but  before 
the  expiration  of  5  years  after  the  date  of  the  enactment  of  this  sub- 
section, the  Secretary  shall  publish  a  regulation  in  the  Federal  Reg- 
ister for  each  device — 

(A)  which  the  Secretary  has  classified  as  a  class  III  device, 

(B)  which  was  introduced  or  delivered  for  introduction  into 
interstate  commerce  for  commercial  distribution  before  May  28, 
1976,  and 

(C)  for  which  no  final  regulation  has  been  promulgated  under 
section  515(b), 

revising  the  classification  of  the  device  so  that  the  device  is  classi- 
fied into  class  I  unless  the  regulation  requires  the  device  to  remain 
in  class  III  or  revises  the  classification  of  the  device  so  that  the 
device  is  classified  into  class  II.  In  determining  whether  to  revise 
the  classification  of  a  device  or  to  require  a  device  to  remain  in 
class  III,  the  Secretary  shall  apply  the  criteria  set  forth  in  section 
513(a).  Before  the  publication  of  a  regulation  requiring  a  device  to 
remain  in  class  III  or  revising  its  classification,  the  Secretary  shall 
publish  a  proposed  regulation  respecting  the  classification  of  a 
device  under  this  paragraph  and  provide  reasonable  opportunity  for 
the  submission  of  comments  on  any  such  regulation.  No  regulation 
requiring  a  device  to  remain  in  class  III  or  revising  its  classification 
may  take  effect  before  the  expiration  of  90  days  from  the  date  of  its 
publication  in  the  Federal  Register  as  a  proposed  regulation. 

(3)  Within  12  months  after  the  effective  date  of  the  regulation  re- 
quiring a  device  to  remain  in  class  III,  the  Secretary  shall  establish 
a  schedule  for  the  promulgation,  as  promptly  as  is  reasonably 
achievable,  of  a  section  515(b)  regulation  for  each  device  which  is 
subject  to  the  regulation  requiring  the  device  to  remain  in  class  III. 

BANNED  DEVICES 

General  Rule 

Sec.  516.  (a)  Whenever  the  Secretary  finds,  on  the  basis  of  all 
available  data  and  information  [and  after  consultation  with  the 
appropriate  panel  or  panels  under  section  513],  that — 

(1)  a  device  intended  for  human  use  presents  substantial  de- 
ception or  an  unreasonable  and  substantial  risk  of  illness  or 
injury;  and 
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(2)  in  the  case  of  substantial  deception  or  an  unreasonable 
and  substantial  risk  of  illness  or  injury  which  the  Secretary  de- 
termined could  be  corrected  or  eliminated  by  labeling  or 
change  in  labeling  and  with  respect  to  which  the  Secretary 
provided  written  notice  to  the  manufacturer  specifying  the  de- 
ception or  risk  of  illness  or  injury,  the  labeling  or  change  in 
labeling  to  correct  the  deception  or  eliminate  or  reduce  such 
risk,  and  the  period  within  which  such  labeling  or  change  in 
labeling  was  to  be  done,  such  labeling  or  change  in  labeling 
was  not  done  within  such  period; 
he  may  initiate  a  proceeding  to  promulgate  a  regulation  to  make 
such  device  a  banned  device.  [The  Secretary  shall  afford  all  inter- 
ested persons  opportunity  for  an  informal  hearing  on  a  regulation 
proposed  under  this  subsection.] 

JUDICIAL  REVIEW 

Application  of  Section 

Sec.  517.  (a)  Not  later  than  thirty  days  after— 
(1)  *  *  * 

******* 

(6)  the  issuance  of  an  order  under  section  520(f)(2),  [or] 

(7)  an  order  under  section  520(g)(4)  disapproving  an  applica- 
tion for  an  exemption  of  a  device  for  investigational  use  or  an 
order  under  section  520(g)(5)  withdrawing  such  an  exemption 
for  a  device,  or 

(8)  a  regulation  under  section  515(i)(2), 

*  *  *  *  *  *  * 

NOTIFICATION  AND  OTHER  REMEDIES 

Notification 

Sec  518.  (a)  *  *  * 

******* 

Recall 

(e)(1)  If,  after  providing  notice  and  an  opportunity  for  a  hearing, 
the  Secretary  determines  that  there  is  an  reasonable  probability  that 
a  device  intended  for  human  use  will  cause  serious,  adverse  health 
consequences  or  death,  the  Secretary  shall  issue  an  order  requiring 
the  appropriate  parties,  including  the  manufacturers,  importers,  dis- 
tributors, or  retailers  of  such  device,  immediately  to  cease  any  distri- 
bution of  the  device  and  to  recall  the  device  from  commercial  distri- 
bution and  use.  The  type  and  length  of  hearing  shall  be  determined 
by  the  Secretary  as  appropriate  in  the  circumstances  at  issue.  Such 
order  shall  specify  a  timetable  in  which  the  device  recall  shall  occur 
and  shall  require  periodic  reports  to  the  Secretary  describing  the 
progress  of  the  recall. 

(2)  An  order  issued  under  paragraph  (1)  shall  also  require  notice 
to  individuals  subject  to  the  risks  associated  with  the  use  of  the 
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device.  Such  notice  may  be  provided  through  the  individual's  physi- 
cian. If  a  significant  number  of  such  individuals  cannot  be  identi- 
fied, the  order  shall  notify  such  individuals  pursuant  to  section 
705(b). 

(3)  Within  20  days  of  the  initiation  of  the  withdrawal  of  a  device 
pursuant  to  an  order  issued  under  paragraph  (1),  the  Secretary  shall 
provide  the  party  to  whom  the  order  is  directed  an  informal  hearing 
to  determine  whether  grounds  exist  for  such  order. 

RECORDS  AND  REPORTS  ON  DEVICES 

General  Rule 

Sec.  519.  (a)  Every  person  who  is  a  manufacturer,  importer,  or 
distributor  of  a  device  intended  for  human  use  shall  establish  and 
maintain  such  records,  make  such  reports,  and  provide  such  infor- 
mation, as  the  Secretary  may  by  regulation  reasonably  require  to 
assure  that  such  device  is  not  adulterated  or  misbranded  and  to 
otherwise  assure  its  safety  and  effectiveness.  Regulations  pre- 
scribed under  the  preceding  sentence — 
(1)  *  *  * 

(3)  which  require  submission  of  a  report  or  information  to 
the  Secretary  shall  state  the  reason  or  purpose  for  the  submis- 
sion of  such  report  or  information  and  identify  to  the  fullest 
extent  practicable  such  report  or  information,-  and  shall  re- 
quire distributors  who  submit  such  reports  to  submit  copies  of 
the  reports  to  the  manufacturer  of  the  device  for  which  the 
report  was  made. 

******* 
User  Reports 

(b)(1)(A)  Whenever  a  medical  device  user  facility  receives  or  other- 
wise becomes  aware  of  information  that  reasonably  suggests  that  a 
medical  device  has  or  may  have  caused  or  contributed  to  the  death 
of  a  patient  of  the  facility,  the  facility  shall  promptly  report  the  in- 
formation to  the  Secretary  and,  if  the  identify  of  the  manufacturer 
is  known,  to  the  manufacturer  of  the  device. 

(B)  Whenever  a  medical  device  user  facility  receives  or  otherwise 
becomes  aware  of  information  that  reasonably  suggests  that  a  medi- 
cal device  has  or  may  have  cuased  or  contributed  to  the  serious  ill- 
ness of,  or  serious  injury  to,  a  patient  of  the  facility,  the  facility 
shall  promptly  report  the  information  to  the  manufacturer  of  the 
device  or  to  the  Secretary  if  the  identify  of  the  manufacturer  is  not 
known. 

(C)  Each  medical  device  user  facility  shall  submit  to  the  Secretary 
on  a  quarterly  ba^is  a  summary  of  the  reports  made  under  subpara- 
graphs (A)  and  (B)  within  SO  days  of  the  end  of  the  quarter.  Such  a 
summary  shall  be  in  such  form  and  contain  such  information  from 
such  reports  as  the  Secretary  may  require  and  shall  include — 

(i)  sufficient  information  to  identify  the  facility  which  made 
the  reports  for  which  the  summary  is  submitted. 
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(ii)  in  the  case  of  any  product  which  was  the  subject  of  a 
report,  the  product  name,  serial  number,  and  model  number, 

(Hi)  the  name  and  the  address  of  the  manufacturer  of  such 
device,  and 

(iv)  a  brief  description  of  the  event  reported  to  the  manufac- 
turer. 

(D)  For  purposes  of  subparagraphs  (A),  (B),  and  (C),  a  facility 
shall  be  treated  as  having  received  or  otherwise  become  aware  of  in- 
formation with  respect  to  a  medical  device  of  that  facility  when  an 
individual  who  is  employed  by  or  otherwise  formally  affiliated  with 
the  facility  receives  or  otherwise  becomes  aware  of  information  with 
respect  to  that  device  in  the  course  of  the  individual's  duties. 

(2)  The  Secretary  may  not  disclose  the  identity  of  a  facility  which 
makes  a  report  under  paragraph  (1)  except  in  connection  with — 

(A)  an  action  brought  to  enforce  section  301(q), 

(B)  a  communication  to  a  manufacturer  of  a  device  which  is 
the  subject  of  a  report  under  paragraph  (1),  or 

(C)  a  disclosure  required  under  subsection  (a). 

This  paragraph  does  not  prohibit  the  Secretary  from  disclosing  the 
identity  of  a  facility  making  a  report  under  paragraph  (1)  or  any  in- 
formation in  such  a  report  to  employees  of  the  Department  of 
Health  and  Human  Services,  to  the  Departmen  t  of  Justice,  or  to  the 
duly  authorized  committees  and  subcommittees  of  the  Congress. 

(3)  No  report  made  under  paragraph  (1)  by — 

(A)  a  medical  device  user  facility, 

(B)  an  individual  who  is  employed  by  or  otherwise  formally 
affiliated  with  such  a  facility,  or 

(C)  a  physician  who  is  not  required  to  make  such  a  report, 
shall  be  admissible  into  evidence  or  otherwise  used  in  any  civil 
action  involving  private  parties  unless  the  facility,  individual,  or 
physician  who  made  the  report  had  knowledge  of  the  falsity  of  the 
information  contained  in  the  report. 

(4)  No  medical  device  user  facility  may — 

(A)  discharge  or  take  any  other  adverse  personnel  action  with 
respect  to  any  employee  because  the  employee  made  a  report  to 
an  officer  or  employee  of  the  facility  respecting  a  device,  or 

(B)  limit  the  practice  of,  or  take  any  other  adverse  action  with 
respect  to,  any  practitioner  because  the  practitioner  made  a 
report  to  an  officer  or  employee  of  the  facility  respecting  a 
device. 

Nothing  in  this  paragraph  shall  prevent  a  medical  device  user  facil- 
ity from  taking  adverse  personnel  action  against  an  employee  for  the 
employee's  failure  to  adequately  perform  the  employee's  duties  or  for 
other  good  cause  or  from  taking  adverse  action  against  a  practition- 
er for  the  practitioner's  failure  to  adequately  perform  the  practition- 
er's du  ties  or  for  other  good  cause. 

(5)  A  report  made  under  paragraph  (1)  respecting  a  device  does  not 
affect  any  obligation  of  the  manufacturer  of  the  device  who  receives 
the  report  to  file  a  report  as  required  under  subsection  (a)  respecting 
the  device. 

(6)  For  purposes  of  this  subsection,  the  term  '^medical  device  user 
facility"  means  a  hospital,  ambulatory  surgical  facility,  outpatient 
diagnostic  or  treatment  facility  which  is  not  a  physician 's  office,  or 
a  nursing  home. 
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Persons  Exempt 

lhj(c)  Subsection  (a)  shall  not  apply  to — 

(1)  any  practitioner  who  is  licensed  by  law  to  prescribe  or  ad- 
minister devices  intended  for  use  in  humans  and  who  manufac- 
turers or  imports  devices  solely  for  use  in  the  course  of  his  pro- 
fessional practice: 

(2)  any  person  who  manufactures  or  imports  devices  intend- 
ed for  use  in  humans  solely  for  such  person's  use  in  research 
or  teaching  and  not  for  sale  (including  any  person  who  uses  a 
device  under  an  exemption  granted  under  section  502(g));  and 

(3)  any  other  class  of  persons  as  the  Secretary  may  by  regu- 
lation exempt  from  subsection  (a)  upon  a  finding  that  compli- 
ance with  the  requirements  of  such  subsection  by  such  class 
with  respect  to  a  device  is  not  necessary  to  (A)  assure  that  a 
device  is  not  adulterated  or  misbranded  or  (B)  otherwise  to 
assure  its  safety  and  effectiveness. 

Certification 

(d)  Each  manufacturer,  importer,  and  distributor  required  to 
make  reports  under  subsection  (a)  shall  submit  to  the  Secretary  an- 
nually a  statement  certifying  that — 

(1)  the  manufacturer,  importer,  or  distributor  did  file  a  cer- 
tain number  of  such  reports,  or 

(2)  the  manufacturer,  importer,  or  distributor  did  not  file  any 
report  under  subsection  (a). 

User  Tracking 

(e)  Every  person  who  registers  under  section  510  and  is  engaged  in 
the  manufacture  of— 

(1)  a  device  the  failure  of  which  would  be  reasonably  likely  to 
have  serious  adverse  health  consequences  and  which  is  (A)  a 
permanently  implantable  devices,  or  (B)  life  sustaining  or  life 
supporting  devices  used  outside  a  medical  device  user  facility, 
or 

(2)  such  other  devices  as  the  Secretary  may  determine  as  is  ap- 
propriate to  protect  the  public  health, 

shall  adopt  a  method  of  user  tracking  according  to  regulations 
issued  by  the  Secretary. 

Reports  of  Removals  and  Corrections 

(f) (1)  Except  as  provided  in  paragraph  (2),  the  Secretary  shall  by 
regulation  require  a  manufacturer,  importer,  or  distributor  of  a 
device  to  report  promptly  to  the  Secretary  any  removal  or  correction 
of  a  device  undertaken  by  the  manufacturer,  importer,  or  distributor 
of  a  device  if  the  removal  or  correction  was  undertaken— 

(A)  to  reduce  a  risk  to  health  posed  by  the  device,  or 

(B)  to  remedy  a  violation  of  this  Act  caused  by  the  device. 

A  manufacturer,  importer,  or  distributor  of  a  device  who  undertakes 
a  correction  or  removal  of  a  device  which  is  not  required  to  be  re- 
ported under  this  paragraph  shall  keep  a  record  of  such  correction 
or  removal. 


51 


(2)  No  report  of  the  correction  or  removal  of  a  device  may  he  re- 
quired under  paragraph  (1)  if  a  report  of  the  correction  or  removal 
is  required,  and  has  been  submitted,  under  subsection  (a). 

(3)  For  purposes  of  paragraphs  (1)  and  (2),  the  terms  ''correction'' 
and  "removal"  do  not  include  routine  servicing. 

GENERAL  PROVISIONS  RESPECTING  CONTROL  OF  DEVICES  INTENDED  FOR 

HUMAN  USE 

General  Rule 

Sec  520.  (a)  *  *  * 

Trade  Secrets 

(c)  Any  information  reported  to  or  otherwise  obtained  by  the  Sec- 
retary or  his  representatives  under  section  513,  514,  515,  516,  518, 
519,  or  704  or  under  subsection  (f)  or  (g)  of  this  section  which  is 
exempt  from  disclosure  pursuant  to  subsection  (a)  of  section  552  of 
title  5,  United  States  Code,  by  reason  of  subsection  (b)(4)  of  such 
section  shall  be  considered  confidential  and  shall  not  be  disclosed 
[and  may  not  be  used]  and,  except  as  provided  in  section  520(h)(4), 
may  not  be  used  by  the  Secretary  as  the  basis  for  the  reclassifica- 
tion of  a  device  under  section  513  from  class  III  to  class  II  or  as  the 
basis  for  the  establishment  or  amendment  of  a  performance  stand- 
ard under  section  514  for  a  device  reclassified  from  class  III  to  class 
II,  except  that  such  information  may  be  disclosed  to  other  officers 
or  employees  concerned  with  carrying  out  this  Act  or  when  rele- 
vant in  any  proceeding  under  this  Act  (other  than  section  513  or 
514  thereof). 

******* 

Good  Manufacturing  Practice  Requirements 

(f)(1)(A)  The  Secretary  may,  in  accordance  with  subparagraph  (B), 
prescribe  regulations  requiring  that  the  methods  used  in,  and  the 
facilities  and  controls  used  for,  the  manufacture,  design  validation, 
packing,  storage,  and  installation  of  a  device  conform  to  current 
good  manufacturing  practice,  as  prescribed  in  such  regulations,  to 
assure  that  the  device  will  be  safe  and  effective  and  otherwise  in 
compliance  with  this  Act. 

*  *  *  *  *  *  * 

Release  of  Safety  and  Effectiveness  Information 
(h)(1)  *  *  * 

******* 

(3)  [Any]  Except  as  provided  in  paragraph  (4),  any  information 
respecting  a  device  which  is  made  available  pursuant  to  paragraph 
(1)  or  (2)  of  this  subsection  (A)  may  not  be  used  to  establish  the 
safety  or  effectiveness  of  another  device  for  purposes  of  this  Act  by 
any  person  other  than  the  person  who  submitted  the  information 
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so  made  available,  and  (B)  shall  be  made  available  subject  to  sub- 
section (c)  of  this  section. 

(4)(A)  Any  information  contained  in  an  application  for  premarket 
approval  filed  with  the  Secretary  pursuant  to  section  515(c),  includ- 
ing clinical  and  preclinical  tests  or  studies  but  not  including  de- 
scriptions of  methods  of  manufacture  and  product  composition,  that 
demonstrates  the  safety  and  effectiveness  of  a  device  shall  he  avail- 
able for  use  by  the  Secretary,  in  approving  devices,  determining 
whether  a  product  development  protocol  has  been  completed  under 
section  515,  and  reclassifying  devices  under  section  513(e),  513(f)(2), 
and  520(1)(2),  one  year  after  the  fourth  device  of  a  kind  has  been 
approved  under  section  515  by  the  Secretary.  The  Secretary  shall 
deem  a  device  that  incorporates  the  same  technologies,  has  the  same 
principles  of  operation,  and  is  intended  for  the  same  use  to  be 
within  a  kind  of  device. 

(B)  The  Secretary,  upon  approving  the  fourth  device  of  a  kind, 
shall  publish  a  notice  in  the  Federal  Register  identifying  the  four 
devices  of  a  kind  that  have  been  approved  under  section  515  and  the 
date  on  which  the  data  contained  in  the  premarket  approval  appli- 
cations for  devices  will  be  available  to  the  Secretary  as  described  in 
subparagraph  (A). 

(C)  The  detailed  summaries  of  information  respecting  the  safety 
and  effectiveness  of  devices  required  by  paragraph  (1)(A)  shall  be 
available  as  the  evidentiary  basis  for  the  approval  of  a  device  under 
section  515,  the  determination  of  whether  a  product  development 
protocol  has  been  completed  under  section  515,  the  establishment  of 
a  performance  standard  under  section  514,  or  the  reclassification  of 
a  device  under  section  513(e),  513(f)(2),  or  520(1)(2). 

(D)  For  purposes  of  this  paragraph,  the  approval  date  of  a  device 
shall  be  the  date  of  the  Secretary's  letter  to  the  applicant  approving 
a  device  under  section  515  and  permitting  the  applicant  to  commer- 
cially distribute  the  device. 

«f>  SfS  SfC  3^  ^  SfC 

Traceability  Requirements 

(j)  [No]  Except  as  provided  in  section  519(e),  no  regulation  under 
this  Act  may  impose  on  a  type  or  class  of  device  requirements  for 
the  traceability  of  such  type  or  class  of  device  unless  such  require- 
ments are  necessary  to  assure  the  protection  of  the  public  health. 
******* 

Transitional  Provisions  for  Devices  Considered  as  New  Drugs  or 

Antibiotic  Drugs 

(1X1)  *  *  * 

(2)  [The  manufacturer]  The  Secretary  may  initiate  the  reclassifi- 
cation of  a  device  classified  into  class  III  under  paragraph  (1)  of 
this  subsection  or  the  manufacturer  or  importer  of  a  device  classi- 
fied under  paragraph  (1)  may  petition  the  Secretary  (in  such  form 
and  manner  as  he  shall  prescribe)  for  the  issuance  of  an  order  clas- 
sifying the  device  in  class  I  or  class  II.  Within  thirty  days  of  the 
filing  of  such  a  petition,  the  Secretary  shall  notify  the  petitioner  of 
any  deficiencies  in  the  petition  which  prevent  the  Secretary  from 
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making  a  decision  on  the  petition.  Except  as  provided  in  paragraph 
(3)(D)(ii),  within  one  hundred  and  eighty  days  after  the  fiHng  of  a 
petition  under  this  paragraph  [and  after  affording  the  petitioner 
an  opportunity  for  an  informal  hearing] ,  the  Secretary  shall,  after 
consultation  with  the  appropriate  panel  under  section  513,  by  order 
either  deny  the  petition  or  order  the  classification,  in  accordance 
with  the  criteria  prescribed  by  section  513(a)(1)(A)  or  513(a)(1)(B),  of 
the  device  in  class  I  or  class  II. 

******* 

(5)(A)  Before  the  expiration  of  1  year  after  the  date  of  the  enact- 
ment of  this  paragraph,  the  Secretary  shall  by  order  require  manu- 
facturers of  devices,  which  are  subject  to  revision  of  classification 
under  subparagraph  (B),  to  submit  to  the  Secretary  a  description  of 
and  citation  to  any  adverse  safety  or  effectiveness  information 
known  to  the  manufacturers  respecting  the  devices  which  has  not 
been  submitted  under  section  519.  The  Secretary  may  require  a  man- 
ufacturer to  submit  the  adverse  safety  and  effectiveness  data  for 
which  a  description  and  citation  was  submitted  to  the  Secretary. 

(B)  Except  as  provided  in  subparagraph  (C),  after  the  issuance  of 
an  order  under  subparagraph  (A)  but  before  the  expiration  of  2 
years  after  the  date  of  the  enactment  of  this  paragraph,  the  Secre- 
tary shall  publish  a  regulation  in  the  Federal  Register  for  each 
device  which  is  classified  in  class  III  under  paragraph  (1)  revising 
the  classification  of  the  device  so  that  the  device  is  classified  into 
class  I  unless  the  regulation  requires  the  device  to  remain  in  class 
III  or  revises  the  classification  of  the  device  so  that  the  device  is 
classified  into  class  II.  In  determining  whether  to  revise  the  classifi- 
cation of  a  device  or  to  require  a  device  to  remain  in  class  III,  the 
Secretary  shall  apply  the  criteria  set  forth  in  section  513(a).  Before 
the  publication  of  a  regulation  requiring  a  device  to  remain  in  class 
III  or  revising  its  classification,  the  Secretary  shall  publish  a  pro- 
posed regulation  respecting  the  classification  of  a  device  under  this 
subparagraph  and  provide  an  opportunity  for  the  submission  of 
comments  on  any  such  regulation.  No  regulation  under  this  sub- 
paragraph requiring  a  device  to  remain  in  class  III  or  revising  its 
classification  may  take  effect  before  the  expiration  of  90  days  from 
the  date  of  its  publication  in  the  Federal  Register  as  a  proposed  reg- 
ulation. Any  person  adversely  affected  by  a  final  regulation  under 
this  subparagraph  revising  the  classification  of  a  device  may  chal- 
lenge the  revision  of  the  classification  of  such  device  only  by  filing  a 
petition  under  section  513(e)  for  a  classification  change. 

(C)  The  Secretary  may  by  notice  published  in  the  Federal  Register 
extend  the  2-year  period  prescribed  by  subparagraph  (B)  for  a  device 
for  an  additional  period  not  to  exceed  1  year. 

*****  * 

SEC.  522.  POSTMARKET  SURVEILLANCE. 

(a)  In  General. — The  Secretary  shall  require  a  manufacturer  to 
conduct  postmarket  surveillance  for  any  device  that  is  approved 
after  January  1,  1991,  that  presents  potential  for  serious  risk  to 
human  health,  and  that — 

(1)  is  a  permanent  implant;  or 
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(2)  is  intended  for  a  use  in  supporting  or  sustaining  human 
life. 

The  Secretary  may  require  a  manufacturer  to  conduct  postmarket 
surveillance  for  any  device  that  is  a  device  with  respect  to  which  the 
Secretary  determines  that  postmarket  surveillance  of  the  device  is 
necessary  to  protect  the  public  health  or  to  evaluate  the  safety  or  ef- 
fectiveness of  the  device. 

(h)  Surveillance  Period. — The  Secretary  shall  determine  the 
period  and  type  of  surveillance  required  in  order  to  complete  the  col- 
lection of  useful  data  or  other  information  necessary  to  protect  the 
public  health  and  to  evaluate  the  safety  or  effectiveness  of  the 
device.  The  surveillance  shall  be  conducted  by  one  or  more  qualified 
medical  centers  approved  by  the  device. 

******* 

Subchapter  C— Electronic  Product  Radiation  Control 

definitions 

Sec.  531.  As  used  in  this  subchapter. 

(1)  the  term  "electronic  product  radiation''  means — 

(A)  any  ionizing  or  non-ionizing  electromagnetic  or  partic- 
ulate radiation,  or 

(B)  any  sonic,  infrasonic,  or  ultrasonic  wave,  which  is 
emitted  from  an  electronic  product  as  the  result  of  the  oper- 
ation of  an  electronic  circuit  in  such  product. 

(2)  the  term  ''electronic  product"  means  (A)  any  manufactured 
or  assembled  product  which,  when  in  operation,  (i)  contains  or 
acts  as  part  of  an  electronic  circuit  and  (ii)  emits  (or  in  the  ab- 
sence of  effective  shielding  or  other  controls  would  emit)  elec- 
tronic product  radiation,  or  (B)  any  manufactured  or  assembled 
article  which  is  intended  for  use  as  a  component,  part,  or  acces- 
sory or  a  product  described  in  clause  (A)  and  which  when  in  op- 
eration emits  (or  in  the  absence  of  effective  shielding  or  other 
controls  would  emit)  such  radiation; 

(2)  the  term  ''manufacturer''  means  any  person  engaged  in  the 
business  of  manufacturing,  assembling,  or  importing  of  electron- 
ic products; 

(Jf)  the  term  "commerce"  means  (A)  commerce  between  any 
place  in  any  State  and  any  place  outside  thereof;  and  (B)  com- 
merce wholly  within  the  District  of  Columbia;  and 

(5)  the  term  "State"  includes  the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  the  Northern  Mariana  Islands, 
the  Virgin  Islands,  Guam,  and  American  Samoa. 

electronic  product  radiation  control  program 

Sec.  532.  (a)  The  Secretary  shall  establish  and  carry  out  an  elec- 
tronic product  radiation  control  program  designed  to  protect  the 
public  health  and  safety  from  electronic  product  radiation.  As  a 
part  of  such  program,  he  shall — 

(1)  pursuant  to  section  534,  develop  and  administer  perform- 
ance standards  for  electronic  products; 

(2)  plan,  conduct,  coordinate,  and  support  research,  develop- 
ment, training,  and  operational  activities  to  minimize  the  emis- 
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sions  of  and  the  exposure  of  people  to,  unnecessary  electronic 
product  radiation; 

(3)  maintain  liaison  with  and  receive  information  from  other 
Federal  and  State  departments  and  agencies  with  related  inter- 
ests, professional  organizations,  industry,  industry  and  labor  as- 
sociations, and  other  organizations  on  present  and  future  poten- 
tial electronic  product  radiation; 

(4)  study  and  evaluate  emissions  of,  and  conditions  of  expo- 
sure to,  electronic  product  radiation  and  intense  magnetic 
fields; 

(5)  develop,  test,  and  evaluate  the  effectiveness  of  procedures 
and  techniques  for  minimizing  exposure  to  electronic  product 
radiation;  and 

(6)  consult  and  maintain  liaison  with  the  Secretary  of  Com- 
merce, the  Secretary  of  Defense,  the  Secretary  of  Labor,  the 
Atomic  Energy  Commission,  and  other  appropriate  Federal  de- 
partments and  agencies  on  (A)  techniques,  equipment,  and  pro- 
grams for  testing  and  evaluating  electronic  product  radiation, 
and  (B)  the  development  of  performance  standards  pursuant  to 
section  534  to  control  such  radiation  emissions. 

(b)  In  carrying  out  the  purposes  of  subsection  (a),  the  Secretary  is 
authorized  to — 

(1) (A)  collect  and  make  available,  through  publications  and 
other  appropriate  means,  the  results  of,  and  other  information 
concerning,  research  and  studies  relating  to  the  nature  and 
extent  of  the  hazards  and  control  of  electronic  product  radi- 
ation; and  (B)  make  such  recommendations  relating  to  such 
hazards  and  control  as  he  considers  appropriate; 

(2)  make  grants  to  public  and  private  agencies,  organizations, 
and  institutions,  and  to  individuals  for  the  purposes  stated  in 
paragraphs  (2),  (4X  and  (5)  of  subsection  (a)  of  this  section; 

(3)  contract  with  public  or  private  agencies,  institutions,  and 
organizations,  and  with  individuals,  without  regard  to  section 
3324  of  title  31,  United  States  Code,  and  section  3709  of  the  Re- 
vised Statutes  of  the  United  States  (41  US.C  5);  and 

(4)  procure  (by  negotiation  or  otherwise)  electronic  products 
for  research  and  testing  purposes,  and  sell  or  otherwise  dipose 
of  such  products. 

(c) (1)  Each  recipient  of  assistance  under  this  subchapter  pursuant 
to  grants  or  contracts  entered  into  under  other  than  competitive  bid- 
ding procedures  shall  keep  such  records  as  the  Secretary  shall  pre- 
scribe, including  records  which  fully  disclose  the  amount  and  dispo- 
sition by  such  recipient  of  the  proceeds  of  such  assistance,  the  total 
cost  of  the  project  or  undertaking  in  connection  with  which  such  as- 
sistance is  given  or  used,  and  the  amount  of  that  portion  of  the  cost 
of  the  project  or  undertaking  supplied  by  other  sources,  and  such 
other  records  as  will  facilitate  an  effective  audit. 

(2)  The  Secretary  and  the  Comptroller  General  of  the  United 
States,  or  any  other  duly  authorized  representatives,  shall  have 
access  for  the  purpose  of  audit  and  examination  to  any  books,  docu- 
ments, papers,  and  records  of  the  recipient  that  are  pertinent  to  the 
grants  or  contracts  entered  into  under  this  subchapter  under  other 
than  competitive  bidding  procedures. 
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STUDIES  BY  THE  SECRETARY 

Sec.  533.  (a)  The  Secretay  shall  conduct  the  following  studies,  and 
shall  make  a  report  or  reports  of  the  results  of  such  studies  to  the 
Congress  on  or  before  January  1,  1970,  and  from  time  to  time  there- 
after as  he  may  find  necessary,  together  with  such  recommendations 
for  legislation  as  he  may  deem  appropriate: 

(1)  A  study  of  present  State  and  Federal  control  of  health  hazards 
from  electronic  product  radiation  and  other  types  of  ionizing  radi- 
ation, which  study  shall  include,  but  not  be  limited  to — 

(A)  control  of  health  hazards  from  radioactive  materials 
other  than  materials  regulated  under  the  Atomic  Energy  Act  of 
195k; 

(B)  any  gaps  and  inconsistencies  in  present  controls; 

(C)  the  need  for  controlling  the  sale  of  certain  used  electronic 
products,  particularly  antiquated  X-ray  equipment,  without  up- 
grading such  products  to  meet  the  standards  for  new  products 
or  separate  standards  for  used  products; 

(D)  measures  to  assure  consistent  and  effective  control  of  the 
aforementioned  health  hazards; 

(E)  measures  to  strengthen  radiological  health  programs  of 
State  governments;  and 

(F)  the  feasibility  of  authorizing  the  Secretary  to  enter  into 
arrangements  with  individual  States  or  groups  of  States  to 
define  their  respective  functions  and  responsibilities  for  the  con- 
trol of  electronic  product  radiation  and  other  ionizing  radi- 
ation; 

(2)  A  study  to  determine  the  necessity  for  the  development  of 
standards  for  the  use  of  nonmedical  electronic  products  for  commer- 
cial and  industrial  purposes;  and 

(3)  A  study  of  the  development  of  practicable  procedures  for  the 
detection  and  measurement  of  electronic  product  radiation  which 
may  be  emited  from  electronic  products  manufactured  or  imported 
prior  to  the  effective  date  of  any  applicable  standard  established 
pursuant  to  this  subchapter. 

(b)  In  carrying  out  these  studies,  the  Secretary  shall  invite  the 
participation  of  other  Federal  departments  and  agencies  having  re- 
lated responsibilities  and  interests,  State  governments — particularly 
those  of  States  wich  regulate  radioactive  materials  under  section 
274  of  the  Atomic  Energy  Act  of  1954,  cls  amended,  and  interested 
professional,  labor,  and  industrial  organizations.  Upon  request  from 
congressional  committees  interested  in  these  studies,  the  Secretary 
shall  keep  these  committees  currently  informed  as  to  the  progress  of 
the  studies  and  shall  permit  the  committees  to  send  observers  to 
meetings  of  the  study  groups. 

(c)  The  Secretary  or  his  designee  shall  organize  the  studies  and 
the  participation  of  the  invited  participants  as  he  deems  best  Any 
dissent  from  the  findings  and  recommendations  of  the  Secretary 
shall  be  included  in  the  report  if  so  requested  by  the  dissenter. 

PERFORMANCE  STANDARDS  FOR  ELECTRONIC  PRODUCTS 

Sec.  534'  (aXD  The  Secretary  shall  by  regulation  prescribe  per- 
formance standards  for  electronic  products  to  control  the  emission 
of  electronic  product  radiation  from  such  products  if  he  determines 
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that  such  standards  are  necessary  for  the  protection  of  the  public 
health  and  safety.  Such  standards  may  include  provision  for  the 
testing  of  such  products  and  the  measurement  of  their  electronic 
product  radiation  emissions,  may  require  the  attachment  of  warning 
signs  and  labels,  and  may  require  the  provision  of  instructions  for 
the  installation,  operation,  and  use  of  such  products.  Such  stand- 
ards may  be  prescribed  from  time  to  time  whenever  such  determina- 
tions are  made,  but  the  first  of  such  standards  shall  be  prescribed 
prior  to  January  1,  1970.  In  the  development  of  such  standards,  the 
Secretary  shall  consult  with  Federal  and  State  departments  and 
agencies  having  related  responsibilities  or  interests  and  with  appro- 
priate professional  organizations  and  interested  persons,  including 
representatives  of  industries  and  labor  organizations  which  would 
be  affected  by  such  standards,  and  shall  give  consideration  to — 

(A)  the  latest  available  scientific  and  medical  data  in  the 
field  of  electronic  product  radiation; 

(B)  the  standards  currently  recommended  by  (i)  other  Federal 
agencies  having  responsibilities  relating  to  the  control  and 
measurement  of  electronic  product  radiation,  and  (ii)  public  or 
private  groups  having  an  expertise  in  the  field  of  electronic 
product  radiation; 

(C)  the  reasonableness  and  technical  feasibility  of  such  stand- 
ards as  applied  to  a  particular  electronic  product; 

(D)  the  adaptability  of  such  standards  to  the  need  for  uni- 
formity and  reliability  of  testing  and  measuring  procedures  and 
equipment;  and 

(E)  in  the  case  of  a  component,  or  accessory  described  in  para- 
graph (2)(B)  of  section  581,  the  performance  of  such  article  in 
the  manufactured  or  assembled  product  for  which  it  is  de- 
signed. 

(2)  The  Secretary  may  prescribe  different  and  individual  perform- 
ance standards,  to  the  extent  appropriate  and  feasible,  for  different 
electronic  products  so  as  to  recognize  their  different  operating  char- 
acteristics and  uses. 

(3)  The  performance  standards  prescribed  under  this  section  shall 
not  apply  to  any  electronic  product  which  is  intended  solely  for 
export  if  (A)  such  product  and  the  outside  of  any  shipping  container 
used  in  the  export  of  such  product  are  labeled  or  tagged  to  show 
that  such  product  is  intended  for  export,  and  (B)  such  product  meets 
all  the  applicable  requirements  of  the  country  to  which  such  prod- 
uct is  intended  for  export. 

(4)  The  Secretary  may  by  regulation  amend  or  revoke  any  perform- 
ance standards  prescribed  under  this  section. 

(5)  The  Secretary  may  exempt  from  the  provisions  of  this  section 
any  electronic  product  intended  for  use  by  departments  or  agencies 
of  the  United  States  provided  such  department  or  agency  has  pre- 
scribed procurement  specifications  governing  emissions  of  electronic 
radiation  and  provided  further  that  such  product  is  of  a  type  used 
solely  or  predominantly  by  departments  or  agencies  of  the  United 
States. 

(b)  The  provisions  of  subchapter  II  of  chapter  5  of  title  5  of  the 
United  States  Code  (relating  to  the  administrative  procedure  for 
rulemaking),  and  of  chapter  7  of  such  title  (relating  to  judicial 
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review),  shall  apply  with  respect  to  any  regulation  prescribing, 
amending,  or  revoking  any  standard  prescribed  under  this  section. 

(c)  Each  regulation  prescribing,  amending,  or  revoking  a  standard 
shall  specify  the  date  on  which  it  shall  take  effect  which,  in  the 
case  of  any  regulation  prescribing,  or  amending  any  standard,  may 
not  be  sooner  than  one  year  or  not  later  than  two  years  after  the 
date  on  which  such  regulation  is  issued,  unless  the  Secretary  finds, 
for  good  cause  shown,  that  an  earlier  or  later  effective  date  is  in  the 
pubic  interest  and  publishes  in  the  Federal  Register  his  reason  for 
such  finding,  in  which  case  such  earlier  or  later  date  shall  apply. 

(d) (1)  In  a  case  of  actual  controversy  as  to  the  validity  of  any  regu- 
lation issued  under  this  section  prescribing,  amending,  or  revoking  a 
performance  standard,  any  person  who  will  be  adversely  affected  by 
such  regulation  when  it  is  effective  may  at  any  time  prior  to  the  six- 
tieth day  after  such  regulation  is  issued  file  a  petition  with  the 
United  States  court  of  appeals  for  the  circuit  wherein  such  person 
resides  or  has  his  principal  place  of  business,  for  a  judicial  review 
of  such  regulation.  A  copy  of  the  petition  shall  be  forthwith  trans- 
mitted by  the  clerk  of  the  court  to  the  Secretary  or  other  officer  des- 
ignated by  him  for  that  purpose.  The  Secretary  thereupon  shall  file 
in  the  court  the  record  of  the  proceedings  on  which  the  Secretary 
based  the  regulation,  as  provided  in  section  2112  of  title  28  of  the 
United  States  Code. 

(2)  If  the  petitioner  applies  to  the  court  for  leave  to  adduce  addi- 
tional evidence,  and  shows  to  the  satisfaction  of  the  court  that  such 
additional  evidence  is  material  and  that  there  were  reasonable 
grounds  for  the  failure  to  adduce  such  evidence  in  the  proceeding 
before  the  Secretary,  the  court  may  order  such  additional  evidence 
(and  evidence  in  rebuttal  thereof)  to  be  taken  before  the  Secretary, 
and  to  be  adduced  upon  the  hearing,  in  such  manner  and  upon  such 
terms  and  conditions  as  to  the  court  may  seem  proper.  The  Secretary 
may  modify  his  findings,  or  make  new  findings,  by  reason  of  the  ad- 
ditional evidence  so  taken,  and  he  shall  file  such  modified  or  new 
findings,  and  his  recommendations,  if  any,  for  the  modification  or 
setting  aside  of  his  original  regulation,  with  the  return  of  such  ad- 
ditional evidence. 

(3)  Upon  the  filing  of  the  petition  referred  to  in  paragraph  (1)  of 
this  subsection,  the  court  shall  have  jurisdiction  to  review  the  regu- 
lation in  accordance  with  chapter  7  of  title  5  of  the  United  States 
Code  and  to  grant  appropriate  relief  as  provided  in  such  chapter. 

(Jf.)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  such  regulation  of  the  Secretary  shall  be  final,  sub- 
ject to  review  by  the  Supreme  Court  of  the  United  States  upon  certio- 
rari or  certification  as  provided  in  section  1254  of  title  28  of  the 
United  States  Code. 

(5)  Any  action  instituted  under  this  subsection  shall  survive,  not- 
withstanding any  change  in  the  person  occupying  the  office  of  Secre- 
tary or  any  vacancy  in  such  office. 

(6)  The  remedies  provided  for  in  this  subsection  shall  be  in  addi- 
tion to  and  not  in  substitution  for  any  other  remedies  provided  by 
law. 

(e)  A  certified,  copy  of  the  transcript  of  the  record  and  administra- 
tive proceedings  under  this  section  shall  be  furnished  by  the  Secre- 
tary to  any  interested  party  at  his  request,  and  payment  of  the  costs 
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thereof,  and  shall  he  admissible  in  any  criminal,  exclusion  of  im- 
ports, or  other  proceeding  arising  under  or  in  respect  of  this  subpart, 
irrespective  of  whether  proceedings  with  respect  to  the  regulation 
have  previously  been  initiated  or  become  final  under  this  section. 

(f) (1)(A)  The  Secretary  shall  establish  a  Technical  Electronic  Prod- 
uct Radiation  Safety  Standards  Committee  (hereafter  in  this  sub- 
part referred  to  as  the  "Committee')  which  he  shall  consult  before 
prescribing  any  standard  under  this  section.  The  Committee  shall  be 
appointed  by  the  Secretary,  after  consulation  with  public  and  pri- 
vate agencies  concerned  with  the  technical  aspect  of  electronic  prod- 
uct raditation  safety,  and  shall  be  composed  of  fifteen  members  each 
of  whom  shall  be  technically  qualified  by  training  and  experience 
in  one  or  more  fields  of  science  or  engineering  applicable  to  electron- 
ic product  radiation  safety,  as  follows: 

(i)  Five  members  shall  be  selected  from  governmental  agen- 
cies, including  State  and  Federal  Governments; 

(ii)  Five  members  shall  be  selected  from  the  affected  indus- 
tries after  consulation  with  industry  representatives;  and 

(Hi)  Five  members  shall  be  selected  form  the  general  public,  of 
which  at  least  one  shall  be  a  representative  of  organized  labor. 

(B)  The  Committee  may  propose  electronic  product  radiation 
safety  standards  to  the  Secretary  for  his  consideration.  All  proceed- 
ings of  the  Committee  shall  be  recorded  and  the  record  of  each  such 
proceeding  shall  be  available  for  public  inspection. 

(2)  Payments  to  members  of  the  Committee  who  are  not  officers  or 
employees  of  the  United  States  pursuant  to  subsection  (c)  of  section 
208  of  this  Act  shall  not  render  members  of  the  Committee  officers 
or  employees  of  the  United  States  for  any  purpose. 

(g)  The  Secretary  shall  review  and  evaluate  on  a  continuing  basis 
testing  programs  carried  out  by  industry  to  assure  the  adequacy  of 
safeguards  against  hazardous  electronic  product  radiation  and  to 
assure  that  electronic  products  comply  with  standards  prescribed 
under  this  section. 

(h)  Every  manufacturer  of  an  electronic  product  to  which  is  appli- 
cable a  standard  in  effect  under  this  section  shall  furnish  to  the 
distributor  or  dealer  at  the  time  of  delivery  of  such  product,  in  the 
form  of  a  label  or  tag  permanently  affixed  to  such  product  or  in 
such  manner  as  approved  by  the  Secretary,  the  certification  that 
such  product  conforms  to  all  applicable  standards  under  this  sec- 
tion. Such  certification  shall  be  based  upon  a  test,  in  accordance 
with  such  standard,  of  the  individual  article  to  which  it  is  attached 
or  upon  a  testing  program  which  is  in  accord  with  good  manufac- 
turing practice  and  which  has  not  been  disapproved  by  the  Secretary 
(in  such  manner  as  he  shall  prescribe  by  regualtion)  on  the  grounds 
that  it  does  not  assure  the  adequacy  of  safeguards  against  hazard- 
ous electronic  product  radiation  or  that  it  does  not  assure  that  elec- 
tronic products  comply  with  the  standards  prescribed  under  this  sec- 
tion. 

NOTIFICATION  OF  DEFECTS  IN,  AND  REPAIR  OR  REPLACEMENT  OF, 
ELECTRONIC  PRODUCTS 

Sec.  535.  (a)(1)  Every  manufacturer  of  electronic  products,  who 
discovers  that  an  electronic,  product  produced,  assembled,  or  import- 
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ed  by  him  has  a  defect  which  relates  to  the  safety  of  use  of  such 
product  by  reason  of  the  emission  of  electronic  product  radiation,  or 
that  an  electronic  product  produced,  assembled,  or  imported  by  him 
on  or  after  the  effective  date  of  an  applicable  standard  prescribed 
pursuant  to  section  534  fails  to  comply  with  such  standard,  shall 
immediately  notify  the  Secretary  of  such  defect  or  failure  to  comply 
if  such  product  has  left  the  place  of  manufacture  and  shall  (except 
as  authorized  by  paragraph  (2))  with  reasonable  promptness  furnish 
notification  of  such  defect  or  failure  to  the  persons  (where  known  to 
the  manufacturer)  specified  in  subsectin  (b)  of  this  section. 

(2)  If,  in  the  opinion  of  such  manufacturer,  the  defect  or  failure  to 
comply  is  not  such  as  to  create  a  significant  risk  of  injury,  includ- 
ing genetic  injury,  to  any  person,  he  many,  at  the  time  of  giving 
notice  to  the  Secretary  or  such  defect  or  failure  to  comply,  apply  to 
the  Secretary  for  an  exemption  from  the  requirement  of  notice  to  the 
persons  specified  in  subsection  (b).  If  such  application  states  reason- 
able grounds  for  such  exemption,  the  Secretary  shall  afford  such 
nanufacturer  an  opportunity  to  present  his  views  and  evidence  in 
support  of  the  application,  the  burden  of  proof  being  on  the  manu- 
facturer. If  after  such  presentation,  the  Secretary  is  satisfied  that 
such  defect  or  failure  to  comply  is  not  such  as  to  create  a  significant 
risk  of  injury,  including  genetic  injury,  to  any  person,  he  shall 
exempt  such  manufacturer  from  the  requirement  of  notice  to  the  per- 
sons specified  in  subsection  (b)  of  this  section  and  from  the  require- 
ments of  repair  or  replacement  imposed  by  subsection  (f)  of  this  sec- 
tion. 

(b)  The  notification  (other  than  to  the  Secretary)  required  by  para- 
graph (1)  of  subsection  (a)  of  this  section  shall  be  accomplished — 

(1)  by  certified  mail  to  the  first  purchaser  of  such  product  for 
purposes  other  than  resale,  and  to  any  subsequent  transferee  of 
such  product;  and 

(2)  by  certified  mail  or  other  more  expeditious  means  to  the 
dealers  or  distributors  of  such  manufacturer  to  whom  such 
product  Was  delivered. 

(c)  The  notifications  required  by  paragraph  (1)  of  subsection  (a)  of 
this  section  shall  contain  a  clear  description  of  such  defect  or  fail- 
ure to  comply  with  an  applicable  standard,  an  evaluation  of  the 
hazard  reasonably  related  to  such  defect  or  failure  to  comply,  and  a 
statement  of  the  measures  to  be  taken  to  repair  such  defect.  In  the 
case  of  a  notification  to  a  person  referred  to  in  subsection  (b)  of  this 
section,  the  notification  shall  also  advise  the  person  of  his  rights 
under  subsection  (f)  of  this  section. 

(d)  Every  manufacturer  of  electronic  product  shall  furnish  to  the 
Secretary  a  true  or  representative  copy  of  all  notices,  bulletins,  and 
other  communications  to  the  dealers  or  distributors  of  such  manu- 
facturer or  to  purchasers  (or  subsequent  transferees)  of  electronic 
products  of  such  manufacturer  regarding  any  such  defect  in  such 
product  or  any  such  failure  to  comply  with  a  standard  applicable  to 
such  product.  The  Secretary  shall  disclose  to  the  public  so  much  of 
the  information  contained  in  such  notice  or  other  information  ob- 
tained under  section  537  as  he  deems  will  assist  in  carrying  out  the 
purposes  of  this  subchapter,  but  he  shall  not  disclose  any  informa- 
tion which  contains  or  relates  to  a  trade  secret  or  other  matter  re- 
ferred to  in  section  1905  of  title  18  of  the  United  States  Code  unless 
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he  determines  that  it  is  necessary  to  carry  out  the  purposes  of  this 
subchapter. 

(e)  If  through  testing,  inspection,  investigation,  or  research  carried 
out  pursuant  to  this  subpart,  or  examination  of  reports  submitted 
pursuant  to  section  537,  or  otherwise,  the  Secretary  determines  that 
any  electronic  product — 

(1)  does  not  comply  with  an  applicable  standard  prescribed 
pursuant  to  section  534;  or 

(2)  contains  a  defect  which  relates  to  the  safety  of  use  of  such 
product  by  reason  of  the  emission  of  electronic  product  radi- 
ation; 

he  shall  immediately  notify  the  manufacturer  of  such  product  of 
such  defect  or  failure  to  comply.  The  notice  shall  contain  the  find- 
ings of  the  Secretary  and  shall  include  all  information  upon  which 
the  findings  are  based.  The  Secretary  shall  afford  such  manufactur- 
er an  opportunity  to  present  his  views  and  evidence  in  support  there- 
of, to  establish  that  there  is  no  failure  of  compliance  or  that  the  al- 
leged defect  does  not  exist  or  does  not  relate  to  safety  of  use  of  the 
product  by  reason  of  the  emission  of  such  radiation  hazard.  If  after 
such  presentation  by  the  manufacturer  the  Secretary  determines 
that  such  product  does  not  comply  with  an  applicable  standard  pre- 
scribed pursuant  to  section  53^,  or  that  it  contains  a  defect  which 
relates  to  the  safety  of  use  of  such  product  by  reason  of  the  emission 
of  electronic  product  radiation,  the  Secretary  shall  direct  the  manu- 
facturer to  furnish  the  notification  specified  in  subsection  (c)  of  this 
section  to  the  persons  specified  in  paragraphs  (1)  and  (2)  of  subsec- 
tion (b)  of  this  section  (where  known  to  the  manufacturer),  unless 
the  manufacturer  has  applied  for  an  exemption  from  the  require- 
ment of  such  notification  on  the  ground  specified  in  paragraph  (2) 
of  subsection  (a)  and  the  Secretary  is  satisfied  that  such  noncompli- 
ance or  defect  is  not  such  as  to  create  a  significant  risk  of  injury, 
including  genetic  injury,  to  any  person. 

(f)  If  any  electronic  product  is  found  under  subsection  (a)  or  (e)  to 
fail  to  comply  with  an  applicable  standard  prescribed  under  this 
subchapter  or  to  have  a  defect  which  relates  to  the  safety  of  use  of 
such  product,  and  the  notification  specified  in  subsection  (c)  is  re- 
quired to  be  furnished  on  account  of  such  failure  or  defect,  the  man- 
ufacturer of  such  product  shall  (1)  without  charge,  bring  such  prod- 
uct into  conformity  with  such  standard  or  remedy  such  defect  and 
provide  reimbursement  for  any  expenses  for  transportation  of  such 
product  incurred  in  connection  with  having  such  product  brought 
into  conformity  or  having  such  defect  remedied,  (2)  replace  such 
product  with  a  like  or  equivalent  product  which  complies  with  each 
applicable  standard  prescribed  under  this  subchapter  and  which 
has  no  defect  relating  to  the  safety  of  its  use,  or  (3)  make  a  refund  of 
the  cost  of  such  product  The  manufacturer  shall  take  the  action  re- 
quired by  this  subsection  in  such  manner,  and  with  respect  to  such 
persons,  as  the  Secretary  by  regulations  shall  prescribe. 

(g)  This  section  shall  not  apply  to  any  electronic  product  that  was 
manufactured  before  the  date  of  the  enactment  of  this  subchapter. 
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IMPORTS 

Sec.  536.  (a)  Any  electronic  product  offered  for  importation  into 
the  United  States  which  fails  to  comply  with  an  applicable  stand- 
ard prescribed  under  this  subchapter,  or  to  which  is  not  affixed  a 
certification  in  the  form  of  a  label  or  tag  in  conformity  with  section 
358(h)  shall  be  refused  admission  into  the  United  States.  The  Secre- 
tary of  the  Treasury  shall  deliver  to  the  Secretary  of  Health,  Educa- 
tion, and  Welfare,  upon  the  latter 's  request,  samples  of  electronic 
products  which  are  being  imported  or  offered  for  import  into  the 
United  States,  giving  notice  thereof  to  the  owner  or  consignee,  who 
may  have  a  hearing  before  the  Secretary  of  Health,  Education,  and 
Welfare.  If  it  appears  from  an  examination  of  such  samples  or  oth- 
erwise that  any  electronic  product  fails  to  comply  with  applicable 
standards  prescribed  pursuant  to  section  534,  then,  unless  subsection 
(b)  of  this  section  applies  and  is  complied  with,  (1)  such  electronic 
product  shall  be  refused  admission,  and  (2)  the  Secretary  of  the 
Treasury  shall  cause  the  destruction  of  such  electronic  product 
unless  such  article  is  exported,  under  regulations  prescribed  by  the 
Secretary  of  the  Treasury,  within  90  days  after  the  date  of  notice  of 
refusal  of  admission  or  within  such  additional  time  as  may  be  per- 
mitted by  such  regulations. 

(b)  If  it  appears  to  the  Secretary  of  Health,  Education,  and  Wel- 
fare that  any  electronic  product  refused  admission  pursuant  to  sub- 
section (a)  of  this  section  can  be  brought  into  compliance  with  appli- 
cable standards  prescribed  pursuant  to  section  534,  final  determina- 
tion as  to  admission  of  such  electronic  product  may  be  deferred 
upon  filing  of  timely  written  application  by  the  owner  or  consignee 
and  the  execution  by  him  of  a  good  and  sufficient  bond  providing 
for  the  payment  of  such  liquidated  damages  in  the  event  of  default 
as  the  Secretary  of  Health,  Education,  and  Welfare  may  by  regula- 
tion prescribe.  If  such  application  is  filed  and  such  bond  is  executed 
the  Secretary  of  Health,  Education,  and  Welfare  may,  in  accordance 
with  rules  prescribed  by  him,  permit  the  applicant  to  perform  such 
operations  with  respect  to  such  electronic  product  as  may  be  speci- 
fied in  the  notice  of  permission. 

(c)  All  expenses  (including  travel,  per  diem  or  subsistence,  and  sal- 
aries of  officers  or  employees  of  the  United  States)  in  connection 
with  the  destruction  provided  for  in  subsection  (a)  of  this  section 
and  the  supervision  of  operations  provided  for  in  subsection  (b)  of 
this  section,  and  all  expenses  in  connection  with  the  storage,  cart- 
age, or  labor  with  respect  to  any  electronic  product  refused  admis- 
sion pursuant  to  subsection  (a)  of  this  section,  shall  be  paid  by  the 
owner  or  consignee,  and,  in  event  of  default,  shall  constitute  a  lien 
against  any  future  importations  made  by  such  owner  or  consigee. 

(d)  It  shall  be  the  duty  of  every  manufacturer  offering  an  electron- 
ic product  for  importation  into  the  United  States  to  designate  in 
writing  an  agent  upon  whom  service  of  all  administrative  and  judi- 
cial processes,  notices,  orders,  decisions,  and  requirements  may  be 
made  for  and  on  behalf  of  said  manufacturer,  and  to  file  such  des- 
ignation with  the  Secretary,  which  designation  may  from  time  to 
time  be  changed  by  like  writing,  similarly  filed.  Service  of  all  ad- 
ministrative and  judicial  processes,  notices,  orders,  decisions,  and 
requirements  may  be  made  upon  said  manufacturer  by  service  upon 
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such  designated  agent  at  his  office  or  usual  place  of  residence  with 
like  effect  as  if  made  personally  upon  said  manufacturer,  and  in  de- 
fault of  such  designation  of  such  agent,  service  of  process,  notice, 
order,  requirement,  or  decision  in  any  proceeding  before  the  Secre- 
tary or  in  any  judicial  proceeding  for  enforcement  of  this  subchapter 
or  any  standards  prescribed  pursuant  to  this  subchapter  may  be 
made  by  posting  such  process,  notice,  order,  requirement,  or  decision 
in  the  Office  of  the  Secretary  or  in  a  place  designated  by  him  by  reg- 
ulation. 

INSPECTION  AND  REPORTS 

Sec.  537.  (a)  If  the  Secretary  finds  for  good  cause  that  the  meth- 
ods, tests,  or  programs  related  to  electronic  product  radiation  safety 
in  a  particular  factory,  warehouse,  of  establishment  in  which  elec- 
tronic products  are  manufactured  or  held,  may  not  be  adequate  or 
reliable,  officers  or  employees  duly  designated  by  the  Secretary,  upon 
presenting  appropriate  credentials  and  a  written  notice  to  the  owner, 
operator,  or  agent  in  charge,  are  thereafter  authorized  (1)  to  enter,  at 
reasonable  times,  any  area  in  such  factory,  warehouse,  or  establish- 
ment in  which  the  manufacturer's  tests  (or  testing  programs)  re- 
quired by  section  534(h)  are  carried  out,  and  (2)  to  inspect,  at  reason- 
able times  and  within  reasonable  limits  and  in  a  reasonable 
manner,  the  facilities  and  procedures  within  such  area  are  related 
to  electronic  product  radiation  safety.  Each  such  inspection  shall  be 
commenced  and  completed  with  reasonable  promptness.  In  addition 
to  other  grounds  upon  which  good  cause  may  be  found  for  purposes 
of  this  subsection,  good  cause  will  be  considered  to  exist  in  any  case 
where  the  manufacturer  has  introduced  into  commerce  any  electron- 
ic product  which  does  not  comply  with  an  applicable  standard  pre- 
scribed under  this  subschapter  and  with  respect  to  which  no  exemp- 
tion from  the  notification  requirements  has  been  granted  by  the  Sec- 
retary under  section  535(a)(2)  or  535(e). 

(b)  Every  manufacturer  of  electronic  products  shall  establish  and 
maintain  such  records  (including  testing  records),  make  such  reports, 
and  provide  such  information,  as  the  Secretary  may  reasonably  re- 
quire to  enable  him  to  determine  whether  such  manufacturer  has 
acted  or  is  acting  in  compliance  with  this  subchapter  and  standards 
prescribed  pursuant  to  this  subchapter  and  shall,  upon  request  of  an 
officer  or  employee  duly  designated  by  the  Secretary,  permit  such  of- 
ficer or  employee  to  inspect  appropriate  books,  papers,  records,  and 
documents  relevant  to  determining  whether  such  manufacturer  has 
acted  or  is  acting  in  compliance  with  standards  prescribed  pursuant 
to  this  subchapter. 

(c)  Every  manufacturer  of  electronic  products  shall  provide  to  the 
Secretary  such  performance  data  and  other  technical  data  related  to 
safety  as  may  be  required  to  carry  out  the  purposes  of  this  subchap- 
ter. The  Secretary  is  authorized  to  require  the  manufacturer  to  give 
such  notification  of  such  performance  and  technical  data  at  the 
time  of  original  purchase  to  the  ultimate  purchaser  of  the  electronic 
product,  as  he  determines  necessary  to  carry  out  the  purposes  of  this 
subchapter  after  consulting  with  the  affected  industry. 

(d)  Accident  and  investigation  reports  made  under  this  subchapter 
by  any  officer,  employee,  or  agent  of  the  Secretary  shall  be  available 
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for  use  in  any  civil,  criminal,  or  other  judicial  proceeding  arising 
out  of  such  accident.  Any  such  officer,  employee,  or  agent  may  he 
required  to  testify  in  such  proceedings  as  to  the  fact  developed  in 
such  investigations.  Any  such  report  shall  be  made  available  to  the 
public  in  a  manner  which  need  not  identify  individuals.  All  reports 
on  research  projects,  demonstration  projects,  and  other  related  ac- 
tivities shall  be  public  information. 

(e)  The  Secretary  or  his  representative  shall  not  disclose  any  infor- 
mation reported  to  or  otherwise  obtained  by  him,  pursuant  to  sub- 
section (a)  or  (b)  of  this  section,  which  concerns  any  information 
which  contains  or  relates  to  a  trade  secret  or  other  matter  referred 
to  in  section  1905  of  title  18  of  the  United  States  Code,  except  that 
such  information  may  be  disclosed  to  other  officers  or  employees  of 
the  Department  and  of  other  agencies  concerned  with  carrying  out 
this  subchapter  or  when  relevant  in  any  proceeding  under  this  sub- 
chapter. Nothing  in  this  section  shall  authorize  the  withhoding  of 
information  by  the  Secretary,  or  by  any  officers  or  employees  under 
his  control,  from  the  duly  authorized  committees  of  the  Congress. 

(f)  The  Secretary  may  by  regulation  (1)  require  dealers  and  distrib- 
utors of  electronic  products,  to  which  there  are  applicable  standards 
prescribed  under  this  subchapter  and  the  retail  prices  of  which  is 
not  less  than  $50,  to  furnish  manufacturers  of  such  products  such 
information  as  may  be  necessary  to  identify  and  locate,  for  purposes 
of  section  535,  the  first  purchasers  of  such  products  for  purposes 
other  than  resale,  and  (2)  require  manufacturers  to  preserve  such  in- 
formation. Any  regulation  establishing  a  requirement  pursuant  to 
clause  (1)  of  the  preceding  sentence  shall  (A)  authorize  such  dealers 
and  distributors  to  elect,  in  lieu  of  immediately  furnishing  such  in- 
formation to  the  manufacturer,  to  hold  and  preserve  such  informa- 
tion until  advised  by  the  manufactuer  or  Secretary  that  such  infor- 
mation is  needed  by  the  manufacturer  for  purposes  of  section  535, 
and  (B)  provide  that  the  dealer  or  distributor  shall,  upon  making 
such  election,  give  prompt  notice  of  such  election  (together  with  in- 
formation identifying  the  notifier  and  the  product)  to  the  manufac- 
turer and  shall,  when  advised  by  the  manufacturer  or  Secretary,  of 
the  need  therefor  for  the  purposes  of  section  535,  immediately  fur- 
nish the  manufacturer  with  the  required  information.  If  a  dealer  or 
distributor  discontinues  the  dealing  in  or  distribution  of  electronic 
products,  he  shall  turn  the  information  over  to  the  manufacturer. 
Any  manufacturer  receiving  information  pursuant  to  this  subsection 
concerning  first  purchasers  of  products  for  purposes  other  than 
resale  shall  treat  it  as  confidential  and  may  use  it  only  if  necessary 
for  the  purpose  of  notifying  persons  pursant  to  section  535(a). 

PROHIBITIED  ACTS 

Sec.  538.  (a)  It  shall  be  unlawful — 

(1)  for  any  manufacturer  to  introduce,  or  to  deliver  for  intro- 
duction, into  commerce,  or  to  import  into  the  United  States,  any 
electronic  product  which  does  not  comply  with  an  applicable 
standard  prescribed  pursuant  to  section  534; 

(2)  for  any  person  to  fail  to  furnish  any  notification  or  other 
material  or  information  required  by  section  535  or  537;  or  to 
fail  to  comply  with  the  requirements  of  section  535(f); 
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(3)  for  any  person  to  fail  or  to  refuse  to  establish  or  maintain 
records  required  by  this  subchapter  or  to  permit  access  by  the 
Secretary  or  any  of  his  duly  authorized  representatives  to,  or  the 
copying  of  such  records,  or  to  permit  entry  or  inspection,  as  re- 
quired by  or  pursuant  to  section  537; 

(4)  for  any  person  to  fail  or  to  refuse  to  make  any  report  re- 
quired pursuant  to  section  537(b)  or  to  furnish  or  preserve  any 
information  required  pursuant  to  section  537(f);  or 

(5)  for  any  person  (A)  to  fail  to  issue  a  certification  as  re- 
quired by  section  534(h),  or  (B)  to  issue  such  a  certification 
when  such  certification  is  not  based  upon  a  test  or  testing  pro- 
gram meeting  the  requirements  of  section  534(h)  or  when  the 
issuer,  in  the  exercise  of  due  care,  would  have  reason  to  know 
that  such  certification  is  false  or  misleading  in  a  material  re- 
spect 

(b)  The  Secretary  may  exempt  any  electronic  product,  or  class 
thereof,  from  all  or  part  of  subsection  (a),  upon  such  conditions  as 
he  may  find  necessary  to  protect  the  public  health  or  welfare,  for  the 
purpose  of  research,  investigations,  studies,  demonstrations,  or  train- 
ing, or  for  reasons  of  national  security. 

ENFORCEMENT 

Sec.  539.  (a)  The  district  courts  of  the  United  States  shall  have 
jurisdiction,  for  cause  shown,  to  restrain  violations  of  section  538 
and  to  restrain  dealers  and  distributors  of  electronic  products  for 
selling  or  otherwise  disposing  of  electronic  products  which  do  not 
conform  to  an  applicable  standard  prescribed  pursuant  to  section 
534  except  when  such  products  are  disposed  of  by  returning  them  to 
the  distributor  or  manufacturer  from  whom  they  were  obtained.  The 
district  courts  of  the  United  States  shall  also  have  jurisdiction  in 
accordance  with  section  1355  of  title  28  of  the  United  States  Code  to 
enforce  the  provisions  of  subsection  (b)  of  this  section. 

(b) (1)  Any  person  who  violates  section  538  shall  be  subject  to  a 
civil  penalty  of  not  more  than  $1,000.  For  purposes  of  this  subsec- 
tion, any  such  violation  shall  with  respect  to  each  electronic  product 
involved,  or  with  respect  to  each  act  or  omission  made  unlawful  by 
section  538,  constitute  a  separate  violation,  except  that  the  maxi- 
mum civil  penalty  imposed  on  any  person  under  this  subsection  for 
any  related  series  of  violations  shall  not  exceed  $300,000. 

(2)  Any  such  civil  penalty  may  on  application  be  remitted  or  miti- 
gated by  the  Secretary.  In  determining  the  amount  of  such  penalty, 
or  whether  it  should  be  remitted  or  mitigated  and  in  what  amount, 
the  appropriateness  of  such  penalty  to  the  size  of  the  business  of  the 
person  charged  and  the  gravity  of  the  violation  shall  be  considered. 
The  amount  of  such  penalty,  when  finally  determined,  may  be  de- 
ducted from  any  sums  owing  by  the  United  States  to  the  person 
charged. 

(c)  Actions  under  subsections  (a)  and  (b)  of  this  section  may  be 
brought  in  the  district  court  of  the  United  States  for  the  district 
wherein  any  act  or  omission  or  transaction  constituting  the  viola- 
tion occured,  or  in  such  court  for  the  district  where  the  defendant  is 
found  or  transacts  business,  and  process  in  such  cases  may  be  served 
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in  any  other  district  of  which  the  defendant  is  an  inhabitant  or 
wherever  the  defendant  may  be  found. 

(d)  Nothing  in  this  subchapter  shall  be  construed  as  requiring  the 
Secretary  to  report  for  the  institution  of  proceedings  minor  viola- 
tions of  this  subchapter  whenever  he  believes  that  the  public  interest 
will  be  adequately  served  by  a  suitable  written  notice  or  warning. 

(e)  Except  as  provided  in  the  first  sentence  of  section  542,  compli- 
ance with  this  subchapter  or  any  regulations  issued  thereunder 
shall  not  relieve  any  person  from  liability  at  common  law  or  under 
statutory  law. 

(f)  The  remedies  provided  for  in  this  subchapter  shall  be  in  addi- 
tion to  and  not  in  substitution  for  any  other  remedies  provided  by 
law. 

ANNUAL  REPORT 

Sec.  540.  (a)  The  Secretary  shall  prepare  and  submit  to  the  Presi- 
dent for  transmittal  to  the  Congress  on  or  before  April  1  of  each 
year  a  comprehensive  report  on  the  administration  of  this  subchap- 
ter for  the  preceding  calendar  year.  Such  report  shall  include — 

(1)  a  thorough  appraisal  (including  statistical  analyses,  esti- 
mates, and  long-term  projections)  of  the  incidence  of  biological 
injury  and  effects,  including  genetic  effects,  to  the  population 
resulting  from  exposure  to  electronic  product  radiation  with  a 
breakdown,  insofar  as  practicable,  among  the  various  sources  of 
such  radiation; 

(2)  a  list  of  Federal  electronic  product  radiation  control 
standards  prescribed  or  in  effect  in  such  year  with  identifica- 
tion of  standards  newly  prescribed  during  such  year; 

(3)  an  evaluation  of  the  degree  of  observance  of  applicable 
standards,  including  a  list  of  enforcement  actions,  court  deci- 
sions, and  compromises  of  alleged  violations  by  location  and 
company  name; 

(i)  a  summary  of  outstanding  problems  confronting  the  ad- 
ministration of  this  subchapter  in  order  of  priority; 

(5)  an  analysis  and  evaluation  of  research  activities  complet- 
ed a^  a  result  of  government  and  private  sponsorship,  and  tech- 
nological progress  for  safety  achieved  during  such  year; 

(6)  a  list,  with  a  brief  statement  of  the  issues,  of  completed  or 
pending  judicial  actions  under  this  subchapter; 

(7)  the  extent  to  which  technical  information  was  disseminat- 
ed to  the  scientific,  commercial,  and  labor  community  and  con- 
sumer-oriented information  was  made  available  to  the  public; 
and 

(8)  the  extent  of  cooperation  between  Government  officials 
and  representatives  of  industry  and  other  interested  parties  in 
the  implementation  of  this  subchapter  including  a  log  or  sum- 
mary of  meetings  held  between  Government  officials  and  repre- 
sentatives of  industry  and  other  interested  parties. 

(b)  The  report  required  by  subsection  (a)  shall  contain  such  recom- 
mendations for  additional  legislation  as  the  Secretary  deems  neces- 
sary to  promote  cooperation  among  the  several  States  in  the  im- 
provement of  electronic  product  radiation  control  and  to  strengthen 
the  national  electronic  product  radiation  control  program. 
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FEDERAL-STATE  COOPERATION 

Sec.  541'  The  Secretary  is  authorized  (1)  to  accept  from  State  and 
local  authorities  engaged  in  activities  related  to  health  or  safety  or 
consumer  protection,  on  a  reimbursable  basis  or  otherwise,  any  as- 
sistance in  the  administration  and  enforcement  of  this  subchapter 
which  he  may  request  and  which  they  may  be  able  and  willing  to 
provide  and,  if  so  agreed,  may  pay  in  advance  or  otherwise  for  the 
reasonable  cost  of  such  assistance,  and  (2)  he  may,  for  the  purpose  of 
conducting  examinations,  investigations,  and  inspections,  commis- 
sion any  officer  or  employee  of  any  such  authority  as  an  officer  of 
the  Department 

effect  on  state  STANDARDS 

Sec.  542.  Whenever  any  standard  prescribed  pursuant  to  section 
534  with  respect  to  an  aspect  of  performance  of  an  electronic  product 
is  in  effect,  no  State  or  political  subdivision  of  a  State  shall  have 
any  authority  either  to  establish,  or  to  continue  in  effect,  any  stand- 
ard which  is  applicable  to  the  same  aspect  of  performance  of  such 
product  and  which  is  not  identical  to  the  Federal  standard.  Noth- 
ing in  this  subchapter  shall  be  construed  to  prevent  the  Federal 
Government  or  the  government  of  any  State  or  political  subdivision 
thereof  from  establishing  a  requirement  with  respect  to  emission  of 
radiation  from  electronic  products  procured  for  its  own  use  if  such 
requirement  imposes  a  more  restrictive  standard  than  that  required 
to  comply  with  the  otherwise  applicable  Federal  standard. 

******* 


Public  Health  Service  Act 
******* 

TITLE  III— GENERAL  POWERS  AND  DUTIES  OF  PUBLIC 
HEALTH  SERVICE 

******* 

Part  F — Licensing — Biological  Products  and  Clinical 
Laboratories  [and  Control  of  Radiation  3 
******* 

[Subpart  3— Electronic  Product  Radiation  Control 

[declaration  of  purpose 

[Sec.  354.  The  Congress  hereby  declares  that  the  public  health 
and  safety  must  be  protected  from  the  dangers  of  electronic  prod- 
uct radiation.  Thus,  it  is  the  purpose  of  this  subpart  to  provide  for 
the  establishment  by  the  Secretary  of  an  electronic  product  radi- 
ation control  program  which  shall  include  the  development  and  ad- 
ministration of  performance  standards  to  control  the  emission  of 
electronic  product  radiation  from  electronic  products  and  the  un- 
dertaking by  public  and  private  organizations  of  research  and  in- 
vestigation into  the  effects  and  control  of  such  radiation  emissions. 
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[definitions 

[Sec.  355.  As  used  in  this  subpart — 

[(1)  the  term  ''electronic  product  radiation''  means — 

[(A)  any  ionizing  or  non-ionizing  electromagnetic  or  par- 
ticulate radiation,  or 

[(B)  any  sonic,  infrasonic,  or  ultrasonic  wave,  which  is 
emitted  from  an  electronic  product  as  the  result  of  the  op- 
eration of  an  electronic  circuit  in  such  product; 
[(2)  the  term  "electronic  product"  means  (A)  any  manufac- 
tured or  assembled  product  which,  when  in  operation,  (i)  con- 
tains or  acts  as  part  of  an  electronic  circuit  and  (ii)  emits  (or  in 
the  absence  of  effective  shielding  or  other  controls  would  emit) 
electronic  product  radiation,  or  (B)  any  manufactured  or  as- 
sembled article  which  is  intended  for  use  as  a  component,  part, 
or  accessory  of  a  product  described  in  clause  (A)  and  which 
when  in  operation  emits  (or  in  the  absence  of  effective  shield- 
ing or  other  controls  would  emit)  such  radiation; 

[(3)  the  term  ''manufacturer"  means  any  person  engaged  in 
the  business  of  manufacturing,  assembling,  or  importing  of 
electronic  products; 

[(4)  the  term  "commerce"  means  (A)  commerce  between  any 
place  in  any  State  and  any  place  outside  thereof;  and  (B)  com- 
merce wholly  within  the  District  of  Columbia;  and 

[(5)  the  term  "State"  includes  the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  the  Northern  Mariana  Islands, 
the  Virgin  Islands,  Guam,  and  American  Samoa. 

[electronic  product  radiation  control  program 

[Sec.  356.  (a)  The  Secretary  shall  establish  and  carry  out  an 
electronic  product  radiation  control  program  designed  to  protect 
the  public  health  and  safety  from  electronic  product  radiation.  As  a 
part  of  such  program,  he  shall — 

[(1)  pursuant  to  section  358,  develop  and  administer  per- 
formance standards  for  electronic  products; 

[(2)  plan,  conduct,  coordinate,  and  support  research,  develop- 
ment, training,  and  operational  activities  to  minimize  the  emis- 
sions of  and  the  exposure  of  people  to,  unnecessary  electronic 
product  radiation; 

[(3)  maintain  liaison  with  and  receive  information  from 
other  Federal  and  State  departments  and  agencies  with  related 
interests,  professional  organizations,  industry,  industry  and 
labor  associations,  and  other  organizations  on  present  and 
future  potential  electronic  product  radiation; 

[(4)  study  and  evaluate  emissions  of,  and  conditions  of  expo- 
sure to,  electronic  product  radiation  and  intense  magnetic 
fields; 

[(5)  develop,  test,  and  evaluate  the  effectiveness  of  proce- 
dures and  techniques  for  minimizing  exposure  to  electronic 
product  radiation;  and 

[(6)  consult  and  maintain  liaison  with  the  Secretary  of  Com- 
merce, the  Secretary  of  Defense,  the  Secretary  of  Labor,  the 
Atomic  Energy  Commission,  and  other  appropriate  Federal  de- 
partments and  agencies  on  (A)  techniques,  equipment,  and  pro- 
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grams  for  testing  and  evaluating  electronic  product  radiation, 
and  (B)  the  development  of  performance  standards  pursuant  to 
section  358  to  control  such  radiation  emissions. 
[(b)  In  carrying  out  the  purposes  of  subsection  (a),  the  Secretary 
is  authorized  to — 

[(1)(A)  collect  and  make  available,  through  publications  and 
other  appropriate  means,  the  results  of,  and  other  information 
concerning,  research  and  studies  relating  to  the  nature  and 
extent  of  the  hazards  and  control  of  electronic  product  radi- 
ation; and  (B)  make  such  recommendations  relating  to  such 
hazards  and  control  as  he  considers  appropriate; 

[(2)  make  grants  to  public  and  private  agencies,  organiza- 
tions, and  institutions,  and  to  individuals  for  the  purposes 
stated  in  paragraphs  (2),  (4),  and  (5)  of  subsection  (a)  of  this  sec- 
tion; 

[(3)  contract  with  public  or  private  agencies,  institutions, 
and  organizations,  and  with  individuals,  without  regard  to  sec- 
tions 3648  and  3709  of  the  Revised  Statutes  of  the  United 
States  (31  U.S.C.  529,  41  U.S.C.  5);  and 

[(4)  procure  (by  negotiation  or  otherwise)  electronic  products 
for  research  and  testing  purposes,  and  sell  or  otherwise  dispose 
of  such  products. 
[(c)(1)  Each  recipient  of  assistance  under  this  subpart  pursuant 
to  grants  or  contracts  entered  into  under  other  than  competitive 
bidding  procedures  shall  keep  such  records  as  the  Secretary  shall 
prescribe,  including  records  which  fully  disclose  the  amount  and 
disposition  by  such  recipient  of  the  proceeds  of  such  assistance,  the 
total  cost  of  the  project  or  undertaking  in  connection  with  which 
such  assistance  is  given  or  used,  and  the  amount  of  that  portion  of 
the  cost  of  the  project  or  undertaking  supplied  by  other  sources, 
and  such  other  records  as  will  facilitate  an  effective  audit. 

[(2)  The  Secretary  and  the  Comptroller  General  of  the  United 
States,  or  any  of  their  duly  authorized  representatives,  shall  have 
access  for  the  purpose  of  audit  and  examination  to  any  books,  docu- 
ments, papers,  and  records  of  the  recipient  that  are  pertinent  to 
the  grants  or  contracts  entered  into  under  this  subpart  under  other 
than  competitive  bidding  procedures. 

[studies  by  the  secretary 

[Sec.  357.  (a)  The  Secretary  shall  conduct  the  following  studies, 
and  shall  make  a  report  or  reports  of  the  results  of  such  studies  to 
the  Congress  on  or  before  January  1,  1970,  and  from  time  to  time 
thereafter  as  he  may  find  necessary,  together  with  such  recommen- 
dations for  legislation  as  he  may  deem  appropriate: 

[(1)  A  study  of  present  State  and  Federal  control  of  health  haz- 
ards from  electronic  product  radiation  and  other  t5rpes  of  ionizing 
radiation,  which  study  shall  include,  but  not  be  limited  to— 

[(A)  control  of  health  hazards  from  radioactive  materials 
other  than  materials  regulated  under  the  Atomic  Energy  Act 
of  1954; 

[(B)  any  gaps  and  inconsistencies  in  present  controls; 
[(C)  the  need  for  controlling  the  sale  of  certain  used  elec- 
tronic products,  particularly  antiquated  X-ray  equipment,  with- 
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out  upgrading  such  products  to  meet  the  standards  for  new 
products  or  separate  standards  for  used  products; 

[(D)  measures  to  assure  consistent  and  effective  control  of 
the  aforementioned  health  hazards; 

[(E)  measures  to  strengthen  radiological  health  programs  of 
State  governments;  and 

[(F)  the  feasibility  of  authorizing  the  Secretary  to  enter  into 
arrangements  with  individual  States  or  groups  of  States  to 
define  their  respective  functions  and  responsibilities  for  the 
control  of  electronic  product  radiation  and  other  ionizing  radi- 
ation; 

[(2)  A  study  to  determine  the  necessity  for  the  development  of 
standards  for  the  use  of  nonmedical  electronic  products  for  com- 
mercial and  industrial  purposes;  and 

[(3)  A  study  of  the  development  of  practicable  procedures  for  the 
detection  and  measurement  of  electronic  product  radiation  which 
may  be  emitted  from  electronic  products  manufactured  or  imported 
prior  to  the  effective  date  of  any  applicable  standard  established 
pursuant  to  this  subpart. 

[(b)  In  carrying  out  these  studies,  the  Secretary  shall  invite  the 
participation  of  other  Federal  departments  and  agencies  having  re- 
lated responsibilities  and  interests,  State  government — particularly 
those  of  States  which  regulate  radioactive  materials  under  section 
274  of  the  Atomic  Energy  Act  of  1954,  as  amended,  and  interested 
professional,  labor,  and  industrial  organization.  Upon  request  from 
congressional  committees  interested  in  these  studies,  the  Secretary 
shall  keep  these  committees  currently  informed  as  to  the  progress 
of  the  studies  and  shall  permit  the  committees  to  send  observers  to 
meetings  of  the  study  groups. 

[(c)  The  Secretary  or  his  designee  shall  organize  the  studies  and 
the  participation  of  the  invited  participants  as  he  deems  best.  Any 
dissent  from  the  findings  and  recommendations  of  the  Secretary 
shall  be  included  in  the  report  if  so  requested  by  the  dissenter. 

[performance  standards  for  electronic  products 

[Sec.  358.  (a)(1)  The  Secretary  shall  by  regulation  prescribe  per- 
formance standards  for  electronic  products  to  control  the  emission 
of  electronic  product  radiation  from  such  products  if  he  determines 
that  such  standards  are  necessary  for  the  protection  of  the  public 
health  and  safety.  Such  standards  may  include  provisions  for  the 
testing  of  such  products  and  the  measurement  of  their  electronic 
product  radiation  emissions,  may  require  the  attachment  of  warn- 
ing signs  and  labels,  and  may  require  the  provision  of  instructions 
for  the  installation,  operation,  and  use  of  such  products.  Such 
standards  may  be  prescribed  from  time  to  time  whenever  such  de- 
terminations are  made,  but  the  first  of  such  standards  shall  be  pre- 
scribed prior  to  January  1,  1970.  In  the  development  of  such  stand- 
ards, the  Secretary  shall  consult  with  Federal  and  State  depart- 
ments and  agencies  related  responsibilities  or  interests  and  with 
appropriate  professional  organizations  and  interested  persons,  in- 
cluding representatives  of  industries  and  labor  organizations  which 
would  be  affected  by  such  standards,  and  shall  give  consideration 
to— 
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[(A)  the  latest  available  scientific  and  medical  data  in  the 
field  of  electronic  product  radiation; 

[(B)  the  standards  currently  recommended  by  (i)  other  Fed- 
eral agencies  having  responsibilities  relating  to  the  control  and 
measurement  of  electronic  product  radiation,  and  (ii)  public  or 
private  groups  having  an  expertise  in  the  field  of  electronic 
product  radiation; 

[(C)  the  reasonableness  and  technical  feasibility  of  such 
standards  as  applied  to  a  particular  electronic  product; 

[(D)  the  adaptability  of  such  standards  to  the  need  for  uni- 
formity and  reliability  of  testing  and  measuring  procedures 
and  equipment;  and 

[(E)  in  the  case  of  a  component,  or  accessory  described  in 
paragraph  (2)(B)  of  section  355,  the  performance  of  such  article 
in  the  manufactured  or  assembled  product  for  which  it  is  de- 
signed. 

[(2)  The  Secretary  may  prescribe  different  and  individual  per- 
formance standards,  to  the  extent  appropriate  and  feasible,  for  dif- 
ferent electronic  products  so  as  to  recognize  their  different  operat- 
ing characteristics  and  uses. 

[(3)  The  performance  standards  prescribed  under  this  section 
shall  not  apply  to  any  electronic  product  which  is  intended  solely 
for  export  if  (A)  such  product  and  the  outside  of  any  shipping  con- 
tainer used  in  the  export  of  such  product  are  labeled  or  tagged  to 
show  that  such  product  is  intended  for  export,  and  (B)  such  product 
meets  all  the  applicable  requirements  of  the  country  to  which  such 
product  is  intended  for  export. 

[(4)  The  Secretary  may  by  regulation  amend  or  revoke  any  per- 
formance standard  prescribed  under  this  section. 

[(5)  The  Secretary  may  exempt  from  the  provisions  of  this  sec- 
tion any  electronic  product  intended  for  use  by  departments  or 
agencies  of  the  United  States  provided  such  department  or  agency 
has  prescribed  procurement  specifications  governing  emissions  of 
electronic  product  radiation  and  provided  further  that  such  product 
is  of  a  type  used  solely  or  predominantly  by  departments  or  agen- 
cies of  the  United  States. 

[(b)  The  provisions  of  subchapter  II  of  chapter  5  of  title  5  of  the 
United  States  Code  (relating  to  the  administrative  procedure  for 
rulemaking),  and  of  chapter  7  of  such  title  (relating  to  judicial 
review),  shall  apply  with  respect  to  any  regulation  prescribing, 
amending,  or  revoking  any  standard  prescribed  under  this  section. 

[(c)  Each  regulation  prescribing,  amending,  or  revoking  a  stand- 
ard shall  specify  the  date  on  which  it  shall  take  effect  which,  in  the 
case  of  any  regulation  prescribing,  or  amending  any  standard,  may 
not  be  sooner  than  one  year  or  not  later  than  two  years  after  the 
date  on  which  such  regulation  is  issued,  unless  the  Secretary  finds, 
for  good  cause  shown,  that  an  earlier  or  later  effective  date  is  in 
the  public  interest  and  publishes  in  the  Federal  Register  his  reason 
for  such  finding,  in  which  case  such  earlier  or  later  date  shall 
apply. 

[(d)(1)  In  a  case  of  actual  controversy  as  to  the  validity  of  any 
regulation  issued  under  this  section  prescribing,  amending,  or  re- 
voking a  performance  standard,  any  person  who  ^vill  be  adversely 
affected  by  such  regulation  when  it  is  effectiv     "«ay  at  any  time 
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prior  to  the  sixtieth  day  after  such  regulation  is  issued  file  a  peti- 
tion with  the  United  States  court  of  appeals  for  the  circuit  wherein 
such  person  resides  or  has  his  principal  place  of  business,  for  a  ju- 
dicial review  of  such  regulation.  A  copy  of  the  petition  shall  be 
forthwith  transmitted  by  the  clerk  of  the  court  to  the  Secretary  or 
other  officer  designated  by  him  for  that  purpose.  The  Secretary 
thereupon  shall  file  in  the  court  the  record  of  the  proceedings  on 
which  the  Secretary  based  the  regulation,  as  provided  in  section 
2112  of  title  28  of  the  United  States  Code. 

[(2)  If  the  petitioner  applies  to  the  court  for  leave  to  adduce  ad- 
ditional evidence,  and  shows  to  the  satisfaction  of  the  court  that 
such  additional  evidence  is  material  and  that  there  were  reasona- 
ble grounds  for  the  failure  to  adduce  such  evidence  in  the  proceed- 
ing before  the  Secretary,  the  court  may  order  such  additional  evi- 
dence (and  evidence  in  rebuttal  thereof)  to  be  taken  before  the  Sec- 
retary, and  to  be  adduced  upon  the  hearing,  in  such  manner  and 
upon  such  terms  and  conditions  as  to  the  court  may  seem  proper. 
The  Secretary  may  modify  his  findings,  or  make  new  findings,  by 
reason  of  the  additional  evidence  so  taken,  and  he  shall  file  such 
modified  or  new  findings,  and  his  recommendations,  if  any,  for  the 
modification  or  setting  aside  of  his  original  regulation,  with  the 
return  of  such  additional  evidence. 

[(3)  Upon  the  filing  of  the  petition  referred  to  in  paragraph  (1)  of 
this  subsection,  the  court  shall  have  jurisdiction  to  review  the  regu- 
lation in  accordance  with  chapter  7  of  title  5  of  the  United  States 
Code  and  to  grant  appropriate  relief  as  provided  in  such  chapter. 

[(4)  The  judgment  of  the  court  affirming  or  setting  aside,  in 
whole  or  in  part,  any  such  regulation  of  the  Secretary  shall  be 
final,  subject  to  review  by  the  Supreme  Court  of  the  United  States 
upon  certiorari  or  certification  as  provided  in  section  1254  of  title 
28  of  the  United  States  Code. 

[(5)  Any  action  instituted  under  this  subsection  shall  survive, 
notwithstanding  any  change  in  the  person  occupying  the  office  of 
Secretary  or  any  vacancy  in  such  office. 

[(6)  The  remedies  provided  for  in  this  subsection  shall  be  in  ad- 
dition to  and  not  in  substitution  for  any  other  remedies  provided 
by  law. 

[(e)  A  certified  copy  of  the  transcript  of  the  record  and  adminis- 
trative proceedings  under  this  section  shall  be  furnished  by  the 
Secretary  to  any  interested  party  at  his  request,  and  payment  of 
the  costs  thereof,  and  shall  be  admissible  in  any  criminal,  exclusion 
of  imports,  or  other  proceeding  arising  under  or  in  respect  of  this 
subpart,  irrespective  of  whether  proceedings  with  respect  to  the 
regulation  have  previously  been  initiated  or  become  final  under 
this  section. 

[(f)(l)(A)  The  Secretary  shall  establish  a  Technical  Electronic 
Product  Radiation  Safety  Standards  Committee  (hereafter  in  this 
subpart  referred  to  as  the  ''Committee")  which  he  shall  consult 
before  prescribing  any  standard  under  this  section.  The  Committee 
shall  be  appointed  by  the  Secretary,  after  consultation  with  public 
and  private  agencies  concerned  with  the  technical  aspect  of  elec- 
tronic product  radiation  safety,  and  shall  be  composed  of  fifteen 
members  each  of  whom  shall  be  technically  qualified  by  training 
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and  experience  in  one  or  more  fields  of  science  or  engineering  ap- 
plicable to  electronic  product  radiation  safety,  as  follows: 

[(i)  Five  members  shall  be  selected  from  governmental  agen- 
cies, including  State  and  Federal  Governments; 

[(ii)  Five  members  shall  be  selected  from  the  affected  indus- 
tries after  consultation  with  industry  representatives;  and 

[(iii)  Five  members  shall  be  selected  from  the  general 
public,  of  which  at  least  one  shall  be  a  representative  of  orga- 
nized labor. 

[(B)  The  Committee  may  propose  electronic  product  radiation 
safety  standards  to  the  Secretary  for  his  consideration.  All  proceed- 
ings of  the  Committee  shall  be  recorded  and  the  record  of  each 
such  proceeding  shall  be  available  for  public  inspection. 

[(2)  Payments  to  members  of  the  Committee  who  are  not  officers 
or  employees  of  the  United  States  pursuant  to  subsection  (c)  of  sec- 
tion 208  of  this  Act  shall  not  render  members  of  the  Committee  of- 
ficers or  employees  of  the  United  States  for  any  purpose. 

[(g)  The  Secretary  shall  review  and  evaluate  on  a  continuing 
basis  testing  programs  carried  out  by  the  industry  to  assure  the 
adequacy  of  safeguards  against  hazardous  electronic  product  radi- 
ation and  to  assure  that  electronic  products  comply  with  standards 
prescribed  under  this  section. 

[(h)  Every  manufacturer  of  an  electronic  product  to  which  is  ap- 
plicable a  standard  in  effect  under  this  section  shall  furnish  to  the 
distributor  or  dealer  at  the  time  of  delivery  of  such  product,  in  the 
form  of  a  label  or  tag  permanently  affixed  to  such  product  or  in 
such  manner  as  approved  by  the  Secretary,  the  certification  that 
such  product  conforms  to  all  applicable  standards  under  this  sec- 
tion. Such  certification  shall  be  based  upon  a  test,  in  accordance 
with  such  standard,  of  the  individual  article  to  which  it  is  attached 
or  upon  a  testing  program  which  is  in  accord  with  good  manufac- 
turing practice  and  which  has  not  been  disapproved  by  the  Secre- 
tary (in  such  manner  as  he  shall  prescribe  by  regulation)  on  the 
grounds  that  it  does  not  assure  the  adequacy  of  safeguards  against 
hazardous  electronic  product  radiation  or  that  it  does  not  assure 
that  electronic  products  comply  with  the  standards  prescribed 
under  this  section. 

[notification  of  defects  in,  and  repair  or  replacement  of, 
electronic  products 

[Sec.  359.  (a)(1)  Every  manufacturer  of  electronic  products,  who 
discovers  that  an  electronic  product  produced,  assembled,  or  im- 
ported by  him  has  a  defect  which  relates  to  the  safety  of  use  of 
such  product  by  reason  of  the  emission  of  electronic  product  radi- 
ation, or  that  an  electronic  product  produced,  assembled,  or  import- 
ed by  him  on  or  after  the  effective  date  of  an  applicable  standard 
prescribed  pursuant  to  section  358  fails  to  comply  with  such  stand- 
ard, shall  immediately  notify  the  Secretary  of  such  defect  or  failure 
to  comply  if  such  product  has  left  the  place  of  manufacture  and 
shall  (except  as  authorized  by  paragraph  (2))  with  reasonable 
promptness  furnish  notification  of  such  defect  or  failure  to  the  per- 
sons (where  known  to  the  manufacturer)  specified  in  subsection  (b) 
of  this  section. 
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[(2)  If,  in  the  opinion  of  such  manufacturer,  the  defect  or  failure 
to  comply  is  not  such  as  to  create  a  significant  risk  of  injury,  in- 
cluding genetic  injury,  to  any  person,  he  may,  at  the  time  of  giving 
notice  of  the  Secretary  of  such  defect  or  failure  to  comply,  apply  to 
the  Secretary  for  an  exemption  from  the  requirement  of  notice  to 
the  persons  specified  in  subsection  (b).  If  such  application  states 
reasonable  grounds  for  such  exemption,  the  Secretary  shall  afford 
such  manufacturer  an  opportunity  to  present  his  views  and  evi- 
dence in  support  of  the  application,  the  burden  of  proof  being  on 
the  manufacturer.  If,  after  such  presentation,  the  Secretary  is  sat- 
isfied that  such  defect  or  failure  to  comply  is  not  such  as  to  create 
a  significant  risk  of  injury,  including  genetic  injury,  to  any  person, 
he  shall  exempt  such  manufacturer  from  the  requirement  of  notice 
to  the  persons  specified  in  subsection  (b)  of  this  section  and  from 
the  requirements  of  repair  or  replacement  imposed  by  subsection 
(f)  of  this  section. 

[(b)  The  notification  (other  than  to  the  Secretary)  required  by 
paragraph  (1)  of  subsection  (a)  of  this  section  shall  be  accom- 
plished— 

[(1)  by  certified  mail  to  the  first  purchaser  of  such  product 
for  purposes  other  than  resale,  and  to  any  subsequent  transfer- 
ee of  such  products;  and 

[(2)  by  certified  mail  or  other  more  expeditious  means  to  the 
dealers  or  distributors  of  such  manufacturer  to  whom  such 
product  was  delivered, 
[(c)  The  notifications  required  by  paragraph  (1)  of  subsection  (a) 
of  this  section  shall  contain  a  clear  description  of  such  defect  or 
failure  to  comply  with  an  applicable  standard,  an  evaluation  of  the 
hazard  reasonably  related  to  such  defect  or  failure  to  comply,  and  a 
statement  of  the  measures  to  be  taken  to  repair  such  defect.  In  the 
case  of  a  notification  to  a  person  referred  to  in  subsection  (b)  of  this 
section,  the  notification  shall  also  advise  the  person  of  his  rights 
under  subsection  (f)  of  this  section. 

[(d)  Every  manufacturer  of  electronic  products  shall  furnish  to 
the  Secretary  a  true  or  representative  copy  of  all  notices,  bulletins, 
and  other  communications  to  the  dealers  or  distributors  of  such 
manufacturer  or  to  the  purchasers  (or  subsequent  transferees)  of 
electronic  products  of  such  manufacturer  regarding  any  such  defect 
in  such  product  or  any  such  failure  to  comply  with  a  standard  ap- 
plicable to  such  product.  The  Secretary  shall  disclose  to  the  public 
so  much  of  the  information  contained  in  such  notice  or  other  infor- 
mation obtained  under  section  360A  as  he  deems  will  assist  in  car- 
rying out  the  purposes  of  this  subpart,  but  he  shall  not  disclose  any 
information  which  contains  or  relates  to  a  trade  secret  or  other 
matter  referred  to  in  section  1905  of  title  18  of  the  United  States 
Code  unless  he  determines  that  it  is  necessary  to  carry  out  the  pur- 
poses of  this  subpart. 

[(e)  If  through  testing,  inspection,  investigation,  or  research  car- 
ried out  pursuant  to  this  subpart,  or  examination  of  reports  sub- 
mitted pursuant  to  section  360A,  or  otherwise,  the  Secretary  deter- 
mines that  any  electronic  product — 

[(1)  does  not  comply  with  an  applicable  standard  prescribed 
pursuant  to  section  358;  or 
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[(2)  contains  a  defect  which  relates  to  the  safety  of  use  of 
such  product  by  reason  of  the  emission  of  electronic  product 
radiation; 

he  shall  immediately  notify  the  manufacturer  of  such  product  of 
such  defect  or  failure  to  comply.  The  notice  shall  contain  the  find- 
ings of  the  Secretary  and  shall  include  all  information  upon  which 
the  findings  are  based.  The  Secretary  shall  afford  such  manufactur- 
er an  opportunity  to  present  his  views  and  evidence  in  support 
thereof,  to  establish  that  there  is  no  failure  of  compliance  or  that 
the  alleged  defect  does  not  exist  or  does  not  relate  to  safety  of  use 
of  the  product  by  reason  of  the  emission  of  such  radiation  haizard. 
If  after  such  presentation  by  the  manufacturer  the  Secretary  deter- 
mines that  such  product  does  not  comply  with  an  applicable  stand- 
ard prescribed  pursuant  to  section  358,  or  that  it  contains  a  defect 
which  relates  to  the  safety  of  use  of  such  product  by  reason  of  the 
emission  of  electronic  product  radiation,  the  Secretary  shall  direct 
the  manufacturer  to  furnish  the  notification  specified  in  subsection 
(c)  of  this  section  to  the  persons  specified  in  paragraphs  (1)  and  (2) 
of  subsection  (b)  of  this  section  (where  known  to  the  manufacturer), 
unless  the  manufacturer  has  applied  for  an  exemption  from  the  re- 
quirement of  such  notification  on  the  ground  specified  in  para- 
graph (2)  of  subsection  (a)  and  the  Secretary  is  satisified  that  such 
noncompliance  or  defect  is  not  such  as  to  create  a  significant  risk 
of  injury,  including  genetic  injury,  to  any  person. 

[(f)  If  any  electronic  product  is  found  under  subsection  (a)  or  (e) 
to  fail  to  comply  with  an  applicable  standard  prescribed  under  this 
subpart  or  to  have  a  defect  which  relates  to  the  safety  of  use  of 
such  product,  and  the  notification  specified  in  subsection  (c)  is  re- 
quired to  be  furnished  on  account  of  such  failure  or  defect,  the 
manufacturer  of  such  product  shall  (1)  without  charge,  bring  such 
product  into  conformity  with  such  standard  or  remedy  such  defect 
and  provide  reimbursement  for  any  expenses  for  transportation  of 
such  product  incurred  in  connection  with  having  such  product 
brought  into  conformity  or  having  such  defect  remedied,  (2)  replace 
such  product  with  a  like  or  equivalent  product  which  complies  with 
each  applicable  standard  prescribed  under  this  subpart  and  which 
has  no  defect  relating  to  the  safety  of  its  use,  or  (3)  make  a  refund 
of  the  cost  of  such  product.  The  manufacturer  shall  take  the  action 
required  by  this  subsection  in  such  manner,  and  with  respect  to 
such  persons,  as  the  Secretary  by  regulations  shall  prescribe. 

[(g)  This  section  shall  not  apply  to  any  electronic  product  that 
was  manufactured  before  the  date  of  the  enactment  of  this  subpart. 

[imports 

[Sec.  360.  (a)  Any  electronic  product  offered  for  importation  into 
the  United  States  which  fails  to  comply  with  an  applicable  stand- 
ard prescribed  under  this  subpart,  or  to  which  is  not  affixed  a  certi- 
fication in  the  form  of  a  label  or  tag  in  conformity  with  section 
358(h)  shall  be  refused  admission  into  the  United  States.  The  Secre- 
tary of  the  Treasury  shall  deliver  to  the  Secretary  of  Health,  Edu- 
cation, and  Welfare,  upon  the  latter's  request,  samples  of  electronic 
products  which  are  being  imported  or  offered  for  import  into  the 
United  States,  giving  notice  thereof  to  the  owner  or  consignee,  who 


76 


may  have  a  hearing  before  the  Secretary  of  Health,  Education,  and 
Welfare.  If  it  appears  from  an  examination  of  such  samples  or  oth- 
erwise that  any  electronic  product  fails  to  comply  with  applicable 
standards  prescribed  pursuant  to  section  358,  then,  unless  subsec- 
tion (b)  of  this  section  applies  and  is  complied  with,  (1)  such  elec- 
tronic product  shall  be  refused  admission,  and  (2)  the  Secretary  of 
the  Treasury  shall  cause  the  destruction  of  such  electronic  product 
unless  such  article  is  exported,  under  regulations  prescribed  by  the 
Secretary  of  the  Treasury,  within  90  days  after  the  date  of  notice  of 
refusal  of  admission  or  within  such  additional  time  as  may  be  per- 
mitted by  such  regulations. 

[(b)  If  it  appears  to  the  Secretary  of  Health,  Education,  and  Wel- 
fare that  any  electronic  product  refused  admission  pursuant  to  sub- 
section (a)  of  this  section  can  be  brought  into  compliance  with  ap- 
plicable standards  prescribed  pursuant  to  section  358,  final  deter- 
mination as  to  admission  of  such  electronic  product  may  be  de- 
ferred upon  filing  of  timely  written  application  by  the  owner  or 
consignee  and  the  execution  by  him  of  a  good  and  sufficient  bond 
providing  for  the  payment  of  such  liquidated  damages  in  the  event 
of  default  as  the  Secretary  of  Health,  Education,  and  Welfare  may 
by  regulation  prescribe.  If  such  application  is  filed  and  such  bond  is 
executed  the  Secretary  of  Health,  Education,  and  Welfare  may,  in 
accordance  with  rules  prescribed  by  him,  permit  the  applicant  to 
perform  such  operations  with  respect  to  such  electronic  product  as 
may  be  specified  in  the  notice  of  permission. 

[(c)  All  expenses  (including  travel,  per  diem  or  subsistence,  and 
salaries  of  officers  or  employees  of  the  United  States)  in  connection 
with  the  destruction  provided  for  in  subsection  (a)  of  this  section 
and  the  supervision  of  operations  provided  for  in  subsection  (b)  of 
this  section,  and  all  expenses  in  connection  with  the  storage,  cart- 
age, or  labor  with  respect  to  any  electronic  product  refused  admis- 
sion pursuant  to  subsection  (a)  of  this  section,  shall  be  paid  by  the 
owner  or  consignee,  and,  in  event  of  default,  shall  constitute  a  lien 
against  any  future  importations  made  by  such  owner  or  consignee. 

[(d)  It  shall  be  the  duty  of  every  manufacturer  offering  an  elec- 
tronic product  for  importation  into  the  United  States  to  designate 
in  writing  an  agent  upon  whom  service  of  all  administrative  and 
judicial  processes,  notices,  orders,  decisions,  and  requirements  may 
be  made  for  and  on  behalf  of  said  manufacturer,  and  to  file  such 
designation  with  the  Secretary,  which  designation  may  from  time 
to  time  be  changed  by  like  writing,  similarly  filed.  Service  of  all 
administrative  and  judicial  processes,  notices,  orders,  decisions,  and 
requirements  may  be  made  upon  said  manufacturer  by  service 
upon  such  designated  agent  at  his  office  or  usual  place  of  residence 
with  like  effect  as  if  made  personally  upon  said  manufacturer,  and 
in  default  of  such  designation  of  such  agent,  service  of  process, 
notice,  order,  requirement,  or  decision  in  any  proceeding  before  the 
Secretary  or  in  any  judicial  proceeding  for  enforcement  of  this  sub- 
part or  any  standards  prescribed  pursuant  to  this  subpart  may  be 
made  by  posting  such  process,  notice,  order,  requirement,  or  deci- 
sion in  the  Office  of  the  Secretary  or  in  a  place  designated  by  him 
by  regulation. 
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[inspection  and  reports 

[Sec.  360A.  (a)  If  the  Secretary  finds  for  good  cause  that  the 
methods,  tests,  or  programs  related  to  electronic  product  radiation 
safety  in  a  particular  factory,  warehouse,  or  establishment  in 
which  electronic  products  are  manufactured  or  held,  may  not  be 
adequate  or  reliable,  officers  or  employees  duly  designated  by  the 
Secretary,  upon  presenting  appropriate  credentials  and  a  written 
notice  to  the  owner,  operator,  or  agent  in  charge,  are  thereafter  au- 
thorized (1)  to  enter,  at  reasonable  times,  any  area  in  such  factory, 
warehouse,  or  establishment  in  which  the  manufacturer's  tests  (or 
testing  programs)  required  by  section  358(h)  are  carried  out,  and  (2) 
to  inspect,  at  reasonable  times  and  within  reasonable  limits  and  in 
a  reasonable  manner,  the  facilities  and  procedures  within  such 
area  which  are  related  to  electronic  product  radiation  safety.  Each 
such  inspection  shall  be  commenced  and  completed  with  reasonable 
promptness.  In  addition  to  other  grounds  upon  which  good  cause 
may  be  found  for  purposes  of  this  subsection,  good  cause  will  be 
considered  to  exist  in  any  case  where  the  manufacturer  has  intro- 
duced into  commerce  any  electronic  product  which  does  not  comply 
with  an  applicable  standard  prescribed  under  this  subpart  and  with 
respect  to  which  no  exemption  from  the  notification  requirements 
has  been  granted  by  the  Secretary  under  section  359(a)(2)  or  359(e). 

[(b)  Every  manufacturer  of  electronic  products  shall  establish 
and  maintain  such  records  (including  testing  records),  make  such 
reports,  and  provide  such  information,  as  the  Secretary  may  rea- 
sonably require  to  enable  him  to  determine  whether  such  manufac- 
turer has  acted  or  is  acting  in  compliance  with  this  subpart  and 
standards  prescribed  pursuant  to  this  subpart  and  shall,  upon  re- 
quest of  an  officer  or  employee  duly  designated  by  the  Secretary, 
permit  such  officer  or  employee  to  inspect  appropriate  books, 
papers,  records,  and  documents  relevant  to  determining  whether 
such  manufacturer  has  acted  or  is  acting  in  compliance  with  stand- 
ards prescribed  pursuant  to  this  subpart. 

[(c)  Every  manufacturer  of  electronic  products  shall  provide  to 
the  Secretary  such  performance  data  and  other  technical  data  re- 
lated to  safety  as  may  be  required  to  carry  out  the  purposes  of  this 
subpart.  The  Secretary  is  authorized  to  require  the  manufacturer 
to  give  such  notification  of  such  performance  and  technical  data  at 
the  time  of  original  purchase  to  the  ultimate  purchaser  of  the  elec- 
tronic product,  as  he  determines  necessary  to  carry  out  the  pur- 
poses of  this  subpart  after  consulting  with  the  affected  industry. 

[(d)  Accident  and  investigation  reports  made  under  this  subpart 
by  any  officer,  employee,  or  agent  of  the  Secretary  shall  be  avail- 
able for  use  in  any  civil,  criminal,  or  other  judicial  proceeding  aris- 
ing out  of  such  accident.  Any  such  officer,  employee,  or  agent  may 
be  required  to  testify  in  such  proceedings  as  to  the  fact  developed 
in  such  investigations.  Any  such  report  shall  be  made  available  to 
the  public  in  a  manner  which  need  not  identify  individuals.  All  re- 
ports on  research  projects,  demonstration  projects,  and  other  relat- 
ed activities  shall  be  public  information. 

[(e)  The  Secretary  or  his  representative  shall  not  disclose  any  in- 
formation reported  to  or  otherwise  obtained  by  him,  pursuant  to 
subsection  (a)  or  (b)  of  this  section,  which  concerns  any  information 
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which  contains  or  relates  to  a  trade  secret  or  other  matter  referred 
to  in  section  1905  of  title  18  of  the  United  States  Code,  except  that 
such  information  may  be  disclosed  to  other  officers  or  employees  of 
the  Department  and  of  other  agencies  concerned  with  carrjdng  out 
this  subpart  or  when  relevant  in  any  proceeding  under  this  sub- 
part. Nothing  in  this  section  shall  authorize  the  withholding  of  in- 
formation by  the  Secretary,  or  by  any  officers  or  employees  under 
his  control,  from  the  duly  authorized  committees  of  the  Congress. 

[(f)  The  Secretary  may  by  regulation  (1)  require  dealers  and  dis- 
tributors of  electronic  products,  to  which  there  are  applicable 
standards  prescribed  under  this  subpart  and  the  retail  prices  of 
which  is  not  less  than  $50,  to  furnish  manufacturers  of  such  prod- 
ucts such  information  as  may  be  necessary  to  identify  and  locate, 
for  purposes  of  section  359,  the  first  purchasers  of  such  products  for 
purposes  other  than  resale,  and  (2)  require  manufacturers  to  pre- 
serve such  information.  Any  regulation  establishing  a  requirement 
pursuant  to  clause  (1)  of  the  preceding  sentence  shall  (A)  authorize 
such  dealers  and  distributors  to  elect,  in  lieu  of  immediately  fur- 
nishing such  information  to  the  manufacturer,  to  hold  and  pre- 
serve such  information  until  advised  by  the  manufacturer  or  Secre- 
tary that  such  information  is  needed  by  the  manufacturer  for  pur- 
poses of  section  359,  and  (B)  provide  that  the  dealer  or  distributor 
shall,  upon  making  such  election,  give  prompt  notice  of  such  elec- 
tion (together  with  information  identifying  the  notifier  and  the 
product)  to  the  manufacturer  and  shall,  when  advised  by  the  man- 
ufacturer or  Secretary,  of  the  need  therefor  for  the  purposes  of  sec- 
tion 359,  immediately  furnish  the  manufacturer  with  the  required 
information.  If  a  dealer  or  distributor  discontinues  the  dealing  in 
or  distribution  of  electronic  products,  he  shall  turn  the  information 
over  to  the  manufacturer.  Any  manufacturer  receiving  information 
pursuant  to  this  subsection  concerning  first  purchasers  of  products 
for  purposes  other  than  resale  shall  treat  it  as  confidential  and 
may  use  it  only  if  necessary  for  the  purpose  of  notifying  persons 
pursuant  to  section  359(a). 

[prohibited  acts 

[Sec.  306B.  (a)  It  shall  be  unlawful— 

[(1)  for  any  manufacturer  to  introduce,  or  to  deliver  for  in- 
troduction, into  commerce,  or  to  import  into  the  United  States, 
any  electronic  product  which  does  not  comply  with  an  applica- 
ble standard  prescribed  pursuant  to  section  358; 

[(2)  for  any  person  to  fail  to  furnish  any  notification  or 
other  material  or  information  required  by  section  359  or  360A; 
or  to  fail  to  comply  with  the  requirements  of  section  359(f); 

[(3)  for  any  person  to  fail  or  to  refuse  to  establish  or  main- 
tain records  required  by  this  subpart  or  to  permit  access  by  the 
Secretary  or  any  of  his  duly  authorized  representatives  to,  or 
the  copying  of,  such  records,  or  to  permit  entry  or  inspection, 
as  required  by  or  pursuant  to  section  360A; 

[(4)  for  any  person  to  fail  or  to  refuse  to  make  any  report 
required  pursuant  to  section  360A(b)  or  to  furnish  or  preserve 
any  information  required  pursuant  to  section  360A(f);  or 
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[(5)  for  any  person  (A)  to  fail  to  issue  a  certification  as  re- 
quired by  section  (A)  to  fail  to  issue  a  certification  as  required 
by  section  358(h),  or  (B)  to  issue  such  a  certification  when  such 
certification  is  not  based  upon  a  test  or  testing  program  meet- 
ing the  requirements  of  section  358(h)  or  when  the  issuer,  in 
the  exercise  of  due  care,  would  have  reason  to  know  that  such 
certification  is  false  or  misleading  in  a  material  respect, 
[(b)  The  Secretary  may  exempt  any  electronic  product,  or  class 
thereof,  from  all  or  part  of  subsection  (a),  upon  such  conditions  as 
he  may  find  necessary  to  protect  the  public  health  or  welfare,  for 
the  purpose  of  research,  investigation,  studies,  demonstrations,  or 
training,  or  for  reason  of  national  security. 

[enforcement 

[Sec.  360C.  (a)  The  district  courts  of  the  United  States  shall 
have  jurisdiction,  for  cause  shown,  to  restrain  violations  of  section 
360B  and  to  restrain  dealers  and  distributors  of  electronic  products 
from  selling  or  otherwise  disposing  of  electronic  products  from 
which  do  not  conform  to  an  applicable  standard  prescribed  pursu- 
ant to  section  358  except  when  such  products  are  disposed  of  by  re- 
turning them  to  the  distributor  or  manufacturer  from  whom  they 
were  obtained.  The  district  courts  of  the  United  States  shall  also 
have  juridiction  in  accordance  with  section  1355  of  title  28  of  the 
United  Stated  Code  to  enforce  the  provisions  of  subsection  (b)  of 
this  section. 

[(b)(1)  Any  person  who  violates  section  360B  shall  be  subject  to  a 
civil  penalty  of  not  more  than  $1,000.  For  purposes  of  this  subsec- 
tion, any  such  violation  shall  with  respect  to  each  electronic  prod- 
uct involved,  or  with  respect  to  each  act  or  omission  made  unlawful 
by  section  360B,  constitute  a  separate  violation,  except  that  the 
maximum  civil  penalty  imposed  on  any  person  under  this  subsec- 
tion for  any  related  series  of  violations  shall  not  exceed  $300,000. 

[(2)  Any  such  civil  penalty  may  on  application  be  remitted  or 
mitigated  by  the  Secretary.  In  determining  the  amount  of  such 
penalty,  or  whether  it  should  be  remitted  or  mitigated  and  in  what 
amount,  the  appropriateness  of  such  penalty  to  the  size  of  the  busi- 
ness of  the  person  charged  and  the  gravity  of  the  violation  shall  be 
considered.  The  amount  of  such  penalty,  when  finally  determined, 
may  be  deducted  from  any  sums  owing  by  the  United  States  to  the 
person  charged. 

[(c)  Actions  under  subsection  (a)  and  (b)  of  this  section  may  be 
brought  in  the  district  court  of  the  United  States  for  the  district 
w^herein  any  act  or  omission  or  transaction  constituting  the  viola- 
tion occurred,  or  in  such  court  for  the  district  where  the  defendant 
is  found  or  transacts  business,  and  process  in  such  cases  may  be 
served  in  any  other  district  of  which  the  defendant  is  an  inhabitant 
or  wherever  the  defendant  may  be  found. 

[(d)  Nothing  in  this  subpart  shall  be  construed  as  requiring  the 
Secretary  to  report  for  the  institution  of  proceedings  minor  viola- 
tions of  this  subpart  whenever  he  believes  that  the  public  interest 
will  be  adequately  served  by  a  suitable  written  notice  or  warning. 

[(e)  Except  as  provided  in  the  first  sentence  of  section  360F,  com- 
pliance with  this  subpart  or  any  regulations  issued  thereunder 
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shall  not  releive  any  person  from  liability  at  common  law  or  under 
statory  law. 

[(f)  The  remedies  provided  for  in  this  subpart  shall  be  in  addi- 
tion to  and  not  in  substitution  for  any  other  remedies  provided  by 
law. 

[annual  report 

[Sec.  360D.  (a)  The  Secretary  shall  prepare  and  submit  to  the 
President  for  transmittal  to  the  Congress  on  or  before  April  1  of 
each  year  a  comprehensive  report  on  the  administration  of  this 
subpart  for  the  preceding  calendar  year.  Such  report  shall  in- 
clude— 

[(1)  a  thorough  appraisal  (including  statistical  analyses,  esti- 
mates, and  long-term  projections)  of  the  incidence  of  biological 
injury  and  effects,  including  genetic  effects,  to  the  population 
resulting  from  exposure  to  electronic  product  radiation,  with  a 
breakdown,  insofar  as  practicable,  among  the  various  sources 
of  such  radiation; 

[(2)  a  list  of  Federal  electronic  product  radiation  control 
standards  prescribed  or  in  effect  in  such  year,  with  identifica- 
tion of  standards  newly  prescribed  during  such  year; 

[(3)  an  evaluation  of  the  degree  of  observance  of  applicable 
standards,  including  a  list  of  enforcement  actions,  court  deci- 
sions, and  compromises  of  alleged  violations  by  location  and 
company  name; 

[(4)  a  summary  of  outstanding  problems  confronting  the  ad- 
ministration of  this  subpart  in  order  of  priority; 

[(5)  an  analysis  and  evaluation  of  research  activities  com- 
pleted as  a  result  of  Government  and  private  sponsorship,  and 
technological  progress  for  safety  achieved  during  each  year; 

[(6)  a  list,  with  a  brief  statement  of  the  issues,  of  completed 
or  pending  judicial  actions  under  this  subpart; 

[(7)  the  extent  to  which  technical  information  was  dissemi- 
nated to  the  scientific,  commerical,  and  labor  community  and 
consumer-oriented  information  was  made  available  to  the 
public;  and 

[(8)  the  extent  of  cooperation  between  Government  officials 
and  representatives  of  industry  and  other  interested  parties  in 
the  implementation  of  this  subpart  including  a  log  or  summary 
of  meetings  held  between  Government  officials  and  representa- 
tives of  industry  and  other  interested  parties. 
[(b)  The  report  required  by  subsection  (a)  shall  contain  such  rec- 
ommendations for  additional  legislation  as  the  Secretary  deems 
necessary  to  promote  cooperation  among  the  several  States  in  the 
improvement  of  electronic   product  radiation  control   and  to 
strengthen  the  national  electronic  product  radiation  control  pro- 
gram. 

[federal-state  cooperation 

[Sec.  360E.  The  Secretary  is  authorized  (1)  to  accept  from  State 
and  local  authorities  engaged  in  activities  related  to  health  safety 
or  consumer  protection,  on  a  reimbursable  basis  or  otherwise,  any 
assistance  in  the  administration  and  enforcement  of  this  subpart 
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which  he  may  request  and  which  they  may  be  able  and  willing  to 
provide  and,  if  so  agreed,  may  pay  in  advance  or  otherwise  for  the 
reasonable  cost  of  such  assistance,  and  (2)  he  may,  for  the  purpose 
of  conducting  examinations,  investigations,  and  inspections,  com- 
mission any  officer  or  employee  of  any  such  authority  as  an  officer 
of  the  Department. 

[effect  on  state  standards 

[Sec.  360F.  Whenever  any  standard  prescribed  pursuant  to  sec- 
tion 358  with  respect  to  an  aspect  of  performance  of  an  electronic 
product  is  in  effect,  no  State  or  political  subdivision  of  a  State  shall 
have  any  authority  either  to  establish,  or  to  continue  in  effect,  any 
standard  which  is  applicable  to  the  same  aspect  of  performance  of 
such  product  and  which  is  not  identical  to  the  Federal  standard. 
Nothing  in  this  subpart  shall  be  construed  to  prevent  the  Federal 
Government  or  the  government  of  any  State  or  political  subdivision 
thereof  from  establishing  a  requirement  with  respect  to  emission  of 
radiation  from  electronic  products  procured  for  its  own  use  if  such 
requirement  imposes  a  more  restrictive  standard  than  that  re- 
quired to  comply  with  the  otherwise  applicable  Federal  standard.] 
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